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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Care Financing Administration
42 CFR Parts 410 and 414
[HCFA-1120-FC]

RIN 0938-AK11

Medicare Program; Revisions to
Payment Policies Under the Physician
Fee Schedule for Calendar Year 2001

AGENCY: Health Care Financing
Administration (HCFA), HHS.

ACTION: Final rule with comment period.

SUMMARY: This final rule with comment
period makes several changes affecting
Medicare Part B payment. The changes
include: refinement of resource-based
practice expense relative value units
(RVUs); the geographic practice cost
indices; resource-based malpractice
RVUs; critical care RVUs; care plan
oversight and physician certification
and recertification for home health
services; observation care codes; ocular
photodynamic therapy and other
ophthalmological treatments; electrical
bioimpedance; antigen supply; and the
implantation of ventricular assist
devices. This rule also addresses the
comments received on the May 3, 2000
interim final rule on the supplemental
survey criteria and makes modifications
to the criteria for data submitted in
2001. Based on public comments we are
withdrawing our proposals related to
the global period for insertion, removal,
and replacement of pacemakers and
cardioverter defibrillators and low
intensity ultrasound. This final rule also
discusses or clarifies the payment policy
for incomplete medical direction, pulse
oximetry services, outpatient therapy
supervision, outpatient therapy caps,
HCPCS “G” Codes, and the second 5-
year refinement of work RVUs for
services furnished beginning January 1,
2002. In addition, we are finalizing the
calendar year (CY) 2000 interim
physician work RVUs and are issuing
interim RVUs for new and revised codes
for CY 2001. We are making these
changes to ensure that our payment
systems are updated to reflect changes
in medical practice and the relative
value of services. This final rule also
announces the CY 2001 Medicare
physician fee schedule conversion
factor under the Medicare
Supplementary Medical Insurance (Part
B) program as required by section
1848(d) of the Social Security Act. The
2001 Medicare physician fee schedule
conversion factor is $38.2581.

DATES: Effective date: This rule is
effective January 1, 2001.

Comment date: Comments on interim
RVUs for selected procedure codes
identified in Addendum C and on
interim practice expense RVUs and
malpractice RVUs for all codes as
shown in Addendum B will be
considered if we receive them at the
appropriate address, as provided below,
no later than 5 p.m. on January 2, 2001.

ADDRESSES: Mail written comments (1
original and 3 copies) to the following
address only: Health Care Financing
Administration, Department of Health
and Human Services, Attention: HCFA—
1120-FC, P.O. Box 8013, Baltimore, MD
21244-8013.

Please allow sufficient time for mailed
comments to be timely received in the
event of delivery delays. If you prefer,
you may deliver your written comments
by courier (1 original and 3 copies) to
one of the following addresses:

Room 443-G, Hubert H. Humphrey
Building, 200 Independence Avenue,
SW., Washington, DC 20201 or Room
C5-14-03, 7500 Security Boulevard,
Baltimore, MD 21244,

Comments mailed to the two above
addresses may be delayed and received
too late to be considered. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission. In commenting, please
refer to file code HCFA-1120-FC.
Comments received timely will be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, in Room 443—-G of the
Department’s office at 200
Independence Avenue, SW.,
Washington, DC, on Monday through
Friday of each week from 8:30 to 5 p.m.
(phone: (202) 690-7890).

FOR FURTHER INFORMATION CONTACT:
Carolyn Mullen, (410) 786—4589 or Marc
Hartstein, (410) 786—4539, (for issues
related to resource-based practice
expense relative value units).

Kenneth Marsalek, (410) 786—4502
(for issues related to supplemental
practice expense survey data).

Bob Ulikowski, (410) 786—5721 (for
issues related to resource-based
malpractice relative value units and
geographic practice cost index changes).

Rick Ensor, (410) 786-5617 (for issues
related to care plan oversight and
physician certification/recertification).

Cathleen Scally, (410) 7865714 (for
issues related to observation care codes).

Jim Menas, (410) 786—4507 (for issues
related to incomplete medical direction
and the 5-year review).

Roberta Epps, (410) 786—4503 (for
issues related to outpatient/therapy).

Marc Hartstein, (410) 786—4539 (for
issues related to the physician fee
schedule update, the sustainable growth
rate, the conversion factor, and the
regulatory impact analysis).

Diane Milstead, (410) 786—3355 (for
all other issues).

SUPPLEMENTARY INFORMATION:

Copies: To order copies of the Federal
Register containing this document, send
your request to: New Orders,
Superintendent of Documents, P.O. Box
371954, Pittsburgh, PA 15250-7954.
Specify the date of the issue requested
and enclose a check or money order
payable to the Superintendent of
Documents, or enclose your Visa,
Discover, or Master Card number and
expiration date. Credit card orders can
also be placed by calling the order desk
at (202) 512—1800 or by faxing to (202)
512—2250. The cost for each copy is $8.
As an alternative, you can view and
photocopy the Federal Register
document at most libraries designated
as Federal Depository Libraries and at
many other public and academic
libraries throughout the country that
receive the Federal Register.

To order the disks containing this
document, send your request to:
Superintendent of Documents,
Attention: Electronic Products, P.O. Box
37082, Washington, DC 20013-7082.
Please specify, “Medicare Program;
Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar
Year 2001,” and enclose a check or
money order payable to the
Superintendent of Documents, or
enclose your VISA, Discover, or
MasterCard number and expiration date.
Credit card orders can be placed by
calling the order clerk at (202) 512—1530
(or toll free at 1-888—293-6498) or by
faxing to (202) 512-1262. The cost of the
four disks is $25.

This Federal Register document is
also available from the Federal Register
online database through GPO Access, a
service of the U.S. Government Printing
Office. The Website address is: http://
www.access.gpo.gov/nara/index.html.

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

1. Go to the HCFA homepage (http:/
/www .hcfa.gov).

2. Click on “Medicare.”

3. Click on ““Professional/Technical
Information.”

4. Select Medicare Payment Systems.

5. Select Physician Fee Schedule.

Or, you can go directly to the Physician
Fee Schedule page by typing the
following: http://www.hcfa.gov/
medicare/pfsmain.htm.
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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
regulations impact appears throughout
the preamble and is not exclusively in
section X.

Table of Contents

1. Background
A. Legislative History
B. Published Changes to the Fee Schedule
C. Components of the Fee Schedule
Payment Amounts
D. Development of the Relative Value Units
1I. Specific Proposals for Calendar Year 2001
A. Resource-Based Practice Expense
Relative Value Units
B. Geographic Practice Cost Index Changes
C. Resource-Based Malpractice Relative
Value Units
D. Critical Care Relative Value Units
E. Care Plan Oversight and Physician
Certification/Recertification
F. Observation Care Codes
G. Ocular Photodynamic Therapy and
Other Ophthalmological Treatments
H. Electrical Bioimpedance
1. Global Period for Insertion, Removal, and
Replacement of Pacemakers and
Cardioverter Defibrillators
J. Antigen Supply
K. Low Intensity Ultrasound
L. Implantation of Ventricular Assist
Devices
III. Other Issues
A. Incomplete Medical Direction
B. Payment for Pulse Oximetry Services
C. Outpatient Therapy Supervision
D. Outpatient Therapy Caps
E. HCPCS G Codes
F. Work RVUs in the Proposed Rule
G. Five-Year Refinement of Relative Value
Units
IV. Refinement of Relative Value Units for
Calendar Year 2001 and Response to
Public Comments on Interim Relative
Value Units for 2000 (Including the
Interim Relative Value Units Contained
in the July 2000 Proposed Rule)
A. Summary of Issues Discussed Related to
the Adjustment of Relative Value Units
B. Process for Establishing Work Relative
Value Units for the 2001 Physician Fee
Schedule and Clarification of CPT
Definitions
C. Other Changes to the 2001 Physician Fee
Schedule and Clarification of CPT
Definitions
V. Physician Fee Schedule Update and
Conversion Factor for Calendar Year
2001
VI. Allowed Expenditures for Physicians’
Services and the Sustainable Growth
Rate
A. Medicare Sustainable Growth Rate
B. Physicians’ Services
C. Provisions Related to the SGR
D. Preliminary Estimate of the SGR for
2001
E. Sustainable Growth Rate for CY 2000

F. Sustainable Growth Rate for FY 2000
G. Calculation of the FY 2000, CY 2000,
and CY 2001 Sustainable Growth Rates
VIL Provisions of the Final Rule
VIIIL Collection of Information Requirements
IX. Response to Comments
X. Regulatory Impact Analysis
A. Resource-Based Practice Expense
Relative Value Units
B. Geographic Practice Cost Index Changes
C. Resource-Based Malpractice Relative
Value Units
D. Critical Care Relative Value Units
E. Care Plan Oversight and Physician
Certification/Recertification
F. Observation Care Codes
G. Ocular Photodynamic Therapy and
Other Ophthalmological Treatments
H. Electrical Bioimpedance
I. Global Period for Insertion, Removal, and
Replacement of Pacemakers and
Cardioverter Defibrillators
J. Antigen Supply
K. Increased Space Allotment in Physical
Therapy Salary Equivalency Guidelines
XI. Federalism
Addendum A—Explanation and Use of
Addendum B
Addendum B—2001 Relative Value Units
and Related Information Used in
Determining Medicare Payments for
2001
Addendum C—Codes with Interim RVUs
Addendum D—2002 Geographic Practice
Cost Indices by Medicare Carrier and
Locality
Addendum E—2001 Geographic Practice
Cost Indices by Medicare Carrier and
Locality
Addendum F—Proposed 2002 Versus 1999
Geographic Adjustment Factors (GAF)
Addendum G—Malpractice

In addition, because of the many
organizations and terms to which we
refer by acronym in this final rule, we
are listing these acronyms and their
corresponding terms in alphabetical
order below:

AMA American Medical Association

BBA Balanced Budget Act of 1997

BBRA Balanced Budget Refinement Act of
1999

CF Conversion factor

CFR Code of Federal Regulations

CPT [Physicians’] Current Procedural
Terminology

[4th Edition, 1997, copyrighted by the
American Medical Association]

CPEP Clinical Practice Expert Panel

CRNA Certified Registered Nurse
Anesthetist

E/M  Evaluation and management

EB Electrical bioimpedance

FMR Fair market rental

GAF Geographic adjustment factor

GPCI Geographic practice cost index

HCFA Health Care Financing
Administration

HCPCS HCFA Common Procedure Coding
System

HHA Home health agency

HHS [Department of] Health and Human
Services

IDTFs Independent Diagnostic Testing
Facilities

MCM Medicare Carrier Manual

MedPAC Medicare Payment Advisory
Commission

MEI Medicare Economic Index

MGMA Medical Group Management
Association

MSA Metropolitan Statistical Area

NAMCS National Ambulatory Medical Care
Survey

OBRA Omnibus Budget Reconciliation Act

PC Professional component

PEAC Practice Expense Advisory
Committee

PPAC Practicing Physicians Advisory
Council

PPS Prospective payment system

RUC [AMA'’s Specialty Society] Relative
[Value| Update Committee

RVU Relative value unit

SGR Sustainable growth rate

SMS [AMA’s] Socioeconomic Monitoring
System

TC Technical component

I. Background
A. Legislative History

Since January 1, 1992, Medicare has
paid for physicians’ services under
section 1848 of the Social Security Act
(the Act), “Payment for Physicians’
Services.” This section contains three
major elements—(1) a fee schedule for
the payment of physicians’ services; (2)
a sustainable growth rate for the rates of
increase in Medicare expenditures for
physicians’ services; and (3) limits on
the amounts that nonparticipating
physicians can charge beneficiaries. The
Act requires that payments under the
fee schedule be based on national
uniform relative value units (RVUs)
based on the resources used in
furnishing a service. Section 1848(c) of
the Act requires that national RVUs be
established for physician work, practice
expense, and malpractice expense.

Section 1848(c)(2)(B)(i1)(II) of the Act
provides that adjustments in RVUs may
not cause total physician fee schedule
payments to differ by more than $20
million from what they would have
been had the adjustments not been
made. If adjustments to RVUs cause
expenditures to change by more than
$20 million, we must make adjustments
to the conversion factors (CFs) to
preserve budget neutrality.

B. Published Changes to the Fee
Schedule

In the July 2000 proposed rule (65 FR
44177), we listed all of the final rules
published through November 1999,
relating to the updates to the RVUs and
revisions to payment policies under the
physician fee schedule. In the July 2000
proposed rule (65 FR 44176), we
discussed several issues affecting
Medicare payment for physicians’
services, including:
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Refinement of resource-based practice
expense RVUs;

» Changes to the geographic practice
cost indices;

* Resource-based malpractice RVUs;

¢ Critical care RVUs;

» Care plan oversight and physician
certification/recertification;

» Observation care codes;

* Ocular photodynamic therapy and
other ophthalmological treatments;

* Electrical bioimpedance;

» The global period for insertion,
removal, and replacement of
pacemakers and cardioverter
defibrillators;

» Antigen supply;

¢ Low intensity ultrasound; and

* The implantation of ventricular
assist devices.

This proposed rule also discussed or
clarified the payment policy for
incomplete medical direction, pulse
oximetry services, outpatient therapy
supervision, outpatient therapy caps,
and the second 5-year refinement of
work RVUs for services furnished
beginning January 1, 2002.

This final rule affects the regulations
set forth at part 410, Supplementary
medical insurance (SMI) benefits and
part 414, Payment for Part B medical
and other services.

The information in this final rule
updates information in the July 2000
proposed rule and the May 3, 2000
interim final rule with comment period
(65 FR 25664) discussed later.

C. Components of the Fee Schedule
Payment Amounts

Under the formula set forth in section
1848(b)(1) of the Act, the payment
amount for each service paid under the
physician fee schedule is the product of
three factors—(1) a nationally uniform
relative value for the service; (2) a
geographic adjustment factor (GAF) for
each physician fee schedule area; and
(3) a nationally uniform CF for the
service. The CF converts the relative
values into payment amounts.

For each physician fee schedule
service, there are three relative values—
(1) an RVU for physician work; (2) an
RVU for practice expense; and (3) an
RVU for malpractice expense. For each
of these components of the fee schedule
there is a geographic practice cost index
(GPCI) for each fee schedule area. The
GPCIs reflect the relative costs of
practice expenses, malpractice
insurance, and physician work in an
area compared to the national average
for each component.

The general formula for calculating
the Medicare fee schedule amount for a
given service in a given fee schedule
area can be expressed as:

Payment = [(RVU work x GPCI work) +
(RVU practice expense x GPCI
practice expense) + (RVU malpractice
x GPCI malpractice)] x CF
The CF for CY 2001 appears in section

V. The RVUs for CY 2001 are in

Addendum B. The GPCIs for CY 2001

can be found in Addendum E.

Section 1848(e) of the Act requires us
to develop GAFs for all physician fee
schedule areas. The total GAF for a fee
schedule area is equal to a weighted
average of the individual GPClIs for each
of the three components of the service.
Thus, the GPCIs reflect the relative
practice expenses, malpractice
insurance, and physician work in an
area compared to the national average.
In accordance with the statute, however,
the GAF for the physician’s work
reflects one-quarter of the relative cost
of physician’s work compared to the
national average.

D. Development of the Relative Value
Units

1. Work Relative Value Units

Approximately 7,500 codes represent
services included in the physician fee
schedule. The work RVUs established
for the implementation of the fee
schedule in January 1992 were
developed with extensive input from
the physician community. A research
team at the Harvard School of Public
Health developed the original work
RVUs for most codes in a cooperative
agreement with us. In constructing the
vignettes for the original RVUs, Harvard
worked with panels of expert physicians
and obtained input from physicians
from numerous specialties.

The RVUs for radiology services were
based on the American College of
Radiology (ACR) relative value scale,
which we integrated into the overall
physician fee schedule. The RVUs for
anesthesia services were based on RVUs
from a uniform relative value guide. We
established a separate CF for anesthesia
services while we continue to recognize
time as a factor in determining payment
for these services. As a result, there is
a separate payment system for
anesthesia services.

2. Practice Expense and Malpractice
Expense Relative Value Units

Section 121 of the Social Security Act
Amendments of 1994 (Pub. L. No. 103—
432), enacted on October 31, 1994,
required us to develop a methodology
for a resource-based system for
determining practice expense RVUs for
each physician service. As amended by
the Balanced Budget Act of 1997 (BBA)
(Pub. L. No. 105-33), section 1848(c)
required the new payment methodology

to be phased in over 4 years, effective
for services furnished in 1999, with
resource-based practice expense RVUs
becoming fully effective in 2002. The
BBA also requires us to implement
resource-based malpractice RVUs for
services furnished beginning in 2000.

II. Specific Proposals for Calendar Year
2001

In response to the publication of the
July 2000 proposed rule, we received
approximately 600 comments. We
received comments from individual
physicians, health care workers, and
professional associations and societies.
The majority of comments addressed the
proposals related to practice expense,
observation care, antigen supplies, care
plan oversight, and certification and
recertification of home health services.

The proposed rule discussed policies
that affected the number of RVUs on
which payment for certain services
would be based. Certain changes
implemented through this final rule are
subject to the $20 million limitation on
annual adjustments contained in section
1848(c)(2)(B)(i1)(II) of the Act.

After reviewing the comments and
determining the policies we would
implement, we have estimated the costs
and savings of these policies, and added
those costs and savings to the estimated
costs associated with any other changes
in RVUs for 2001. We discuss in detail
the effects of these changes in the
Regulatory Impact Analysis (section X).

For the convenience of the reader, the
headings for the policy issues
correspond to the headings used in the
July 2000 proposed rule. More detailed
background information for each issue
can be found in the May 2000 interim
final rule with comment period and the
July 2000 proposed rule.

A. Resource-Based Practice Expense
Relative Value Units

1. Resource-Based Practice Expense
Legislation

Section 121 of the Social Security Act
Amendments of 1994 (Pub. L. No. 103—
432), enacted on October 31, 1994,
required us to develop a methodology
for a resource-based system for
determining practice expense RVUs for
each physician’s services beginning in
1998. In developing the methodology,
we were to consider the staff,
equipment, and supplies used in
furnishing medical and surgical services
in various settings. The legislation
specifically required that, in
implementing the new system of
practice expense RVUs, we must apply
the same budget-neutrality provisions
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that we apply to other adjustments
under the physician fee schedule.

Section 4505(a) of the BBA delayed
the effective date of the resource-based
practice expense RVU system until
January 1, 1999. In addition, section
4505(b) of the BBA provided for a 4-year
transition period from charge-based
practice expense RVUs to resource-
based RVUs. The practice expense RVUs
for CY 1999 were the product of 75
percent of charge-based RVUs and 25
percent of the resource-based RVUs. For
CY 2000, the RVUs were 50 percent
charge-based and 50 percent resource-
based. For CY 2001, the RVUs are 25
percent charge-based and 75 percent
resource-based. After CY 2001, the
RVUs will be totally resource-based.

Section 4505(e) of the BBA provided
that, in 1998, the practice expense RVUs
would be adjusted for certain services in
anticipation of the implementation of
resource-based practice expenses
beginning in 1999. As a result, we
increased practice expense RVUs for
office visits. For other services in which
practice expense RVUs exceeded 110
percent of the work RVUs and were
furnished less than 75 percent of the
time in an office setting, we reduced the
1998 practice expense RVUs to a
number equal to 110 percent of the work
RVUs. This limitation did not apply to
services that had proposed resource-
based practice expense RVUs that
increased from their 1997 practice
expense RVUs as reflected in the June
18, 1997 proposed rule (62 FR 33196).
The services affected, and the final
RVUs for 1998, were published in the
October 1997 final rule (62 FR 59103).

The most recent legislation affecting
resource-based practice expense was
included in the Balanced Budget
Refinement Act of 1999 (BBRA) (Pub. L.
No. 106—113). Section 212 of the BBRA
stated that we must establish a process
under which we accept and use, to the
maximum extent practicable and
consistent with sound data practices,
data collected or developed by entities
and organizations. These data would
supplement the data we normally
collect in determining the practice
expense component of the physician fee
schedule for payments in CY 2001 and
CY 2002.

2. Current Methodology for Computing
Practice Expense Relative Value Unit
System

Effective with services on or after
January 1, 1999, we established a new
methodology for computing resource-
based practice expense RVUs that used
the two significant sources of actual
practice expense data we have available:
the Clinical Practice Expert Panel

(CPEP) data and the AMA’s
Socioeconomic Monitoring System
(SMS) data. The methodology is based
on an assumption that current aggregate
specialty practice costs are a reasonable
way to establish initial estimates of
relative resource costs of physicians’
services across specialties. It then
allocates these aggregate specialty
practice costs to specific procedures
and, thus, can be considered as a ““top-
down” approach. The methodology can
be summarized as follows:

a. Practice Expense Cost Pools. We
used actual practice expense data by
specialty, derived from the 1995
through 1997 SMS survey data, to create
six cost pools—administrative labor,
clinical labor, medical supplies, medical
equipment, office supplies, and all other
expenses. There were three steps in the
creation of the cost pools.

» Step (1) We used the AMA’s SMS
survey of actual cost data to determine
practice expenses per hour by cost
category. The practice expenses per
hour for each physician respondent’s
practice was calculated as the practice
expenses for the practice divided by the
total number of hours spent in patient
care activities. The practice expenses
per hour for the specialty were an
average of the practice expenses per
hour for the respondent physicians in
that specialty. In addition, for the CY
2000 physician fee schedule, we used
data from a survey submitted by the
Society of Thoracic Surgeons (STS) in
calculating thoracic and cardiac
surgery’s practice expense per hour.
(See the November 1999 final rule (64
FR 59391) for additional information
concerning acceptance of this data.)

 Step (2) We determined the total
number of physician hours (by
specialty) spent treating Medicare
patients. This was calculated from
physician time data for each procedure
code and from Medicare claims data.

* Step (3) We calculated the practice
expense pools by specialty and by cost
category by multiplying the specialty
practice expenses per hour for each
category by the total physician hours.

For services with work RVUs equal to
zero (including the technical component
(TC) of services with a TC and
professional component (PC)), we
created a separate practice expense
pool, using the average clinical staff
time from the CPEP data (since these
codes by definition do not have
physician time), and the “all
phgsicians” practice expense per hour.

. Cost Allocation Methodology. For
each specialty, we separated the six
practice expense pools into two groups
and used a different allocation basis for
each group.

(i) Direct Costs

For direct costs (including clinical
labor, medical supplies, and medical
equipment), we used the CPEP data as
the allocation basis. The CPEP data for
clinical labor, medical supplies, and
medical equipment were used to
allocate the clinical labor, medical
supplies, and medical equipment cost
pools, respectively.

For the separate practice expense pool
for services with work RVUs equal to
zero, we used 1998 practice expense
RVUs to allocate the direct cost pools
(clinical labor, medical supplies, and
medical equipment cost pools) as an
interim measure. Also, for all radiology
services that are assigned work RVUs,
we used the 1998 practice expense
relative values for radiology services as
an interim measure to allocate the direct
practice expense cost pool for radiology.
For all other specialties that perform
radiology services, we used the CPEP
data for radiology services in the
allocation of that specialty’s direct
practice expense cost pools.

(ii) Indirect Costs

To allocate the cost pools for indirect
costs, including administrative labor,
office expenses, and all other expenses,
we used the total direct costs, as
described above, in combination with
the physician fee schedule work RVUs.
We converted the work RVUs to dollars
using the Medicare CF (expressed in
1995 dollars for consistency with the
SMS survey years).

The SMS pool was divided by the
CPEP pool for each specialty to produce
a scaling factor that was applied to the
CPEP direct cost inputs. This was
intended to match costs counted as
practice expenses in the SMS survey
with items counted as practice expenses
in the CPEP process. When the
specialty-specific scaling factor exceeds
the average scaling factor by more than
three standard deviations, we used the
average scaling factor. (See the
November 1999 final rule (64 FR 59390)
for further discussion of this issue).

For procedures performed by more
than one specialty, the final procedure
code allocation was a weighted average
of allocations for the specialties that
perform the procedure, with the weights
being the frequency with which each
specialty performs the procedure on
Medicare patients.

c. Other Methodological Issues.

(i) Global Practice Expense Relative
Value Units

For services with the PC and TC paid
under the physician fee schedule, the
global practice expense RVUs were set
equal to the sum of the PC and TC.
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(ii) Practice Expenses per Hour
Adjustments and Specialty Crosswalks

Since many specialties identified in
our claims data did not correspond
exactly to the specialties included in the
practice expense tables from the SMS
survey data, it was necessary to
crosswalk these specialties to the most
appropriate SMS specialty category. We
also made the following adjustments to
the practice expense per hour data. (For
the rationale for these adjustments to
the practice expense per hour see the
November 1998 final rule (63 FR
58841).)

» We set the medical materials and
supplies practice expenses per hour for
the specialty of “oncology” equal to the
“all physician” medical materials and
supplies practice expenses per hour.

* We based the administrative
payroll, office, and other practice
expenses per hour for the specialties of
“physical therapy’ and “occupational
therapy’” on data used to develop the
salary equivalency guidelines for these
specialties. We set the remaining
practice expense per hour categories
equal to the “all physician” practice
expenses per hour from the SMS survey
data.

* Due to uncertainty concerning the
appropriate crosswalk and time data for
the nonphysician specialty
“audiologist,” we derived the resource-
based practice expense RVUs for codes
performed by audiologists from the
practice expenses per hour of the other
specialties that perform these codes.

» For the specialty of “emergency
medicine,” we used the “all physician”
practice expense per hour to create
practice expense cost pools for the
categories ‘“‘clerical payroll”” and “‘other
expenses.”’

» For the specialty of “podiatry,” we
used the “all physician” practice
expense per hour to create the practice
expense pool.

» For the specialty of “pathology,” we
removed the supervision and autopsy
hours reimbursed through Part A of the
Medicare program from the practice
expense per hour calculation.

* For the specialty “maxillofacial
prosthetics,” we used the “all
physician” practice expense per hour to
create practice expense cost pools and,
as an interim measure, allocated these
pools using the 1998 practice expense
RVUs.

» We split the practice expenses per
hour for the specialty “radiology” into
“radiation oncology” and ‘“radiology
other than radiation oncology” and used
this split practice expense per hour to
create practice expense cost pools for
these specialties.

(iii) Time Associated with the Work
RVUs

The time data resulting from the
refinement of the work RVUs have been,
on average, 25 percent greater than the
time data obtained by the Harvard study
for the same services. We increased the
Harvard research team’s time data to
ensure consistency between these data
sources.

For services with no assigned
physician time (such as, dialysis,
physical therapy, psychology, and many
radiology and other diagnostic services),
we calculated estimated total physician
time based on work RVUs, maximum
clinical staff time for each service as
shown in the CPEP data, or the
judgment of our clinical staff.

We calculated the time for CPT codes
00100 through 01996, using the base
and time units from the anesthesia fee
schedule and the Medicare allowed
claims data.

3. Refinement

a. Background

Section 4505(d)(1)(C) of the BBA
required us to develop a refinement
process to be used during each of the 4
years of the transition period. We did
not propose a specific long-term
refinement process in the June 1998
proposed rule (63 FR 30835). Rather, we
set out the parameters for an acceptable
refinement process for practice expense
RVUs and solicited comments on our
proposal. We received a large variety of
comments about broad methodology
issues, practice expense per hour data,
and detailed code level data. We made
some adjustments to our proposal when
we were convinced an adjustment was
appropriate. We also indicated that we
would consider other comments for
possible refinement and that the values
of all codes would be considered
interim for 1999 and for future years
during the transition period.

We outlined in the November 1998
final rule (63 FR 58832) the steps we
were undertaking as part of the initial
refinement process. These steps
included—

+ Establishment of a mechanism to
receive independent advice for dealing
with broad practice expense RVU
technical and methodological issues;

 Evaluation of any additional
recommendations from the General
Accounting Office, the Medicare
Payment Advisory Commission
(MedPACQ), and the Practicing
Physicians Advisory Council (PPAC);
and

+ Consultation with physician groups
and other groups concerning these
issues.

We also discussed a proposal
submitted by the AMA’s Specialty
Society Relative Value Update
Committee (RUC) for development of a
new advisory committee, the Practice
Expense Advisory Committee (PEAC), to
review comments and recommendations
on the code-specific CPEP data during
the refinement period. In addition, we
solicited comments and suggestions
about our practice expense methodology
from organizations that have a broad
range of interests and expertise in
practice expense and survey issues.

In the July 22, 1999 proposed rule, the
November 1999 final rule, and the July
2000 proposed rule, we provided further
information on refinement activities
underway, including the
recommendations from the PEAC and
the support contract that we awarded to
focus on methodologic issues. The
following is an update on activities with
respect to these initiatives, as well as
the status of refinement with respect to
other areas of concern such as the SMS
data and CPEP inputs.

b. SMS Data

We have received many comments on
both our 1998 and 1999 proposed and
final rules from a number of medical
specialty societies expressing concerns
regarding the accuracy of the SMS data.
Some commenters stated their belief
that the sample size for their specialty
was not large enough to yield reliable
data. Other specialties not represented
in the SMS survey objected that the
crosswalk used for their practice
expense per hour was not appropriate
and requested that their own data be
used instead. Commenters also raised
questions about whether the direct
patient care hours for their specialty
were overstated by the SMS to the
specialty’s disadvantage.

We consider dealing with these issues
to be one of the major priorities of the
refinement effort. Therefore, we have
undertaken the following activities:

(i) Interim Final Rule on Supplemental
Practice Expense Survey Data

On May 3, 2000, we published an
interim final rule (65 FR 25664) that set
forth the criteria for physician and non-
physician specialty groups to submit
supplemental practice expense survey
data for use in determining payments
under the physician fee schedule.
Section 212 of the BBRA amended
section 1848(c) of the Act to require us
to establish a process under which we
will accept and use, to the maximum
extent practicable and consistent with
sound data practices, data collected or
developed by entities and organizations.
These data will supplement the data we
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normally collect in determining the
practice expense component of the
physician fee schedule for payments in
CY 2001 and CY 2002.

To obtain data that could be used in
computing practice expense RVUs
beginning January 1, 2001, we
published the criteria in the May 2000
interim final rule (65 FR 25666) that we
will apply to supplemental survey data
submitted to us by August 1, 2000. We
also provided a 60-day period for
submission of comments on the criteria
that we will consider for survey data
submitted between August 2, 2000 and
August 1, 2001 for use in computing the
practice expense RVUs for the CY 2002
physician fee schedule. (See the May
2000 interim final rule for further
information on the criteria and process).
We are responding to comments
received on the interim final rule in this
rule, and are publishing the criteria to
be used for 2001 submission.

The following are specific criteria and
discussion in the May 2000 interim final
rule.

* Physician groups must draw their
sample from the AMA Physician
Masterfile to ensure a nationally
representative sample that includes both
members and non-members of a
physician specialty group.

* Physician groups must arrange for
the AMA to send the sample directly to
their survey contractor to ensure
confidentiality of the sample; that is, to
ensure comparability in the methods
and data collected, specialties must not
know the names of the specific
individuals in the sample.

* Non-physician specialties not
included in the AMA’s SMS must
develop a method to draw a nationally
representative sample of members and
non-members. At a minimum, these
groups must include former members in
their survey sample. The sample must
be drawn by the non-physician group’s
survey contractor, or another
independent party, in a way that
ensures the confidentiality of the
sample; that is, to ensure comparability
in the methods and data collected,
specialties must not know the names of
the specific individuals in the sample.

* A group (or its contractors) must
conduct the survey based on the SMS
survey instruments and protocols,
including administration and follow-up
efforts, and definitions of practice
expense and hours in patient care. In
addition, any cover letters or other
information furnished to survey sample
participants must be comparable to such
information previously supplied by the
SMS contractor to its sample
participants.

+ A group must use a contractor that
has experience with the SMS or a
survey firm with experience
successfully conducting national multi-
specialty surveys of physicians using
nationally representative random
samples.

+ A group must submit raw survey
data to us, including all complete and
incomplete survey responses as well as
any cover letters and instructions that
accompanied the survey, by August 1,
2000 for data analysis and editing to
ensure consistency. All personal
identifiers in the raw data must be
eliminated. (Send data to Health Care
Financing Administration, Department
of Health and Human Services, Attn:
Kenneth Marsalek, C4-03-06, 7500
Security Boulevard, Baltimore, MD
21244-8013.)

* Raw survey data submitted to us
between August 2, 2000 and August 1,
2001 will be considered for use in
computing practice expense RVUs for
CY 2002.

» The physician practice expense
data from surveys that we use in our
code-level practice expense calculations
are the practice expenses per physician
hour in the six practice expense
categories—clinical labor, medical
supplies, medical equipment,
administrative labor, office overhead,
and other. Supplemental survey data
must include data for these categories.
Ideally, we would like to calculate
practice expense values with precision;
however, we recognize that we must
achieve a balance. Conducting surveys
is expensive, and there is a tension
between achieving large sample sizes,
which increases precision, and smaller
ones, which conserves costs.

In addition, in the May 2000 interim
final rule (65 FR 25666) we indicated
that we believed an achievable level of
precision is a coefficient of variation,
that is, the ratio of the standard error of
the mean to the mean expressed as a
percent, not greater than 10 percent, for
overall practice expenses or practice
expenses per hour. For existing surveys
the standard deviation is frequently the
same magnitude as the mean. If the
standard deviation equals the mean,
then a usable sample size of 100 will
yield a coefficient of variation of 10
percent. For small, homogeneous
subspecialties, the variations in practice
expenses may be lower because a
smaller sample size achieves this level
of precision. Other ways of expressing
precision (for example, 95 percent
confidence intervals) are also acceptable
if they are approximately equivalent to
a coefficient of variation of 10 percent
or better. We indicated that will
consider surveys for which the

precision of the practice expenses are
equal to or better than this level of
precision and that meet the other survey
criteria. Also, we indicated that we will
require documentation regarding how
the practice expenses were calculated
and we will verify the calculations. We
have the statutory authority, however, to
determine the final practice expense
RVUs.

We also indicated that, since the
physician fee schedule is a national fee
schedule, we would require that the
survey be representative of the target
population of physicians nationwide.
We can presume national
representativeness if a random sample is
drawn from a complete nationwide
listing of the physician specialty or
subspecialty and the response rate, the
percent of usable responses received
from the sample, is high, for example,
80 to 90 percent. If any of these
conditions (random sample, complete
nationwide listing, and high response
rate) are not achieved, then the potential
impacts of the deviations upon national
representativeness must be explored
and documented. For example, if the
response rate is low, then justification
must be furnished to demonstrate that
the responders are not significantly
different from non-responders with
regard to factors affecting practice
expense. Differential weighting of
subsamples may improve the
representativeness. Minor deviations
from national representativeness may be
acceptable.

Comments on Criteria for Submitting
Supplemental Practice Expense Data

We received comments from 17
specialty groups concerning the criteria
for the acceptance of supplemental data.
While many of these comments
contained positive feedback on aspects
of our interim final rule, they all
contained statements of opposition to
specific requirements and/or
suggestions for improving the process.
Outlined below are the comments from
specialty groups and our responses
concerning the requirements for
supplemental survey data.

Required Sampling From the AMA’s
Physician Masterfile

Comment: Four groups stated that the
requirement for survey respondents to
be drawn solely from the AMA
Physician Masterfile is inappropriate for
the specialties of radiology and
radiation oncology. They believe that
hospital-based radiologists and
radiation oncologists do not encounter
the same practice expenses for staff and
supplies as those radiologists and
radiation oncologists working in
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freestanding centers. According to the
groups, radiologists and radiation
oncologists working in a freestanding
center encounter capital intensive TG
services not incurred by hospital-based
physicians and, often, these TC
component costs are borne by non-
physician entities not included in the
Physician Masterfile. The groups also
believe that the small number of
radiologists and radiation oncologists
who own and operate a freestanding
center will not be represented in a
sample from the Physician Masterfile.
The groups suggest that we work with
the professional community to develop
a list of freestanding radiation centers
from which we could extract a
geographically diverse sample.
Alternatively, the groups suggest that,
because of potential low response rates,
we include all radiation practices in the
survey sample and use the data for those
physicians not working at freestanding
centers only in the calculation of PC
services.

One group expressed concern that by
sampling from the AMA Physician
Masterfile, a substantial number of
emergency medicine practices are
overlooked. The small number of
physician practice owners leads to a
strong possibility that these owners will
not be selected in the random sample.
They suggest that we permit an
additional sample of large emergency
medicine practice groups to supplement
the current survey.

Response: The Physician Masterfile is
the most extensive list of physicians in
the United States, and, therefore, we
believe it is the most appropriate list
from which to develop a random sample
of physicians within a specialty.
Currently, we are not aware of a
complete list of radiation and radiation
oncology practices or emergency
medicine practice groups that exists that
is more comprehensive than the
Physician Masterfile with the
information necessary to extract a
representative random sample. If such a
list were to exist or be developed in the
future, we would consider the
appropriateness and potential uses for
sampling. We would welcome
information from physician and other
organizations on specific data sources
from which representative samples of
physicians could be selected, if there is
concern that the AMA Masterfile is not
a comprehensive list for the specialty.

Comment: One group commented that
the AMA Physician Masterfile may
contain “self-designated”
dermatologists who do not meet the
criteria for “qualified” dermatologists.
They defined “qualified” dermatologists
as board certified dermatologists,

associates and affiliate members such as
osteopathic dermatologists, physicians
conducting research in dermatology,
and practicing dermatologists certified
by a foreign board but now practicing in
the United States. According to the
group, other, “self-designated”
dermatologists should not be included
in the sample for dermatology because
their practice expense data could be
unrepresentative and potentially
damaging to the practice expense RVUs
for dermatology.

Response: Self-designation of
specialty is not unique to
dermatologists. In the Physician
Masterfile, all specialties are based on
self-designation. The SMS survey deals
with the issue of self-designation by
asking respondents if their specialty
designation is representative of the
specialty practice from which they gain
the majority of their medical income. It
is important to note that if any
physician who is self-designated as a
dermatologist furnishes dermatological
services to Medicare patients, it is
appropriate for this physician to be
included in the sample because this
physician receives income for
dermatological services.

Comment: Three groups suggested
that the requirement to sample from the
Physician Masterfile may not be
reasonable, as it serves only to limit
specialties’ ability to present alternative
data to us. They noted that the
requirement to sample from the
Physician Masterfile is based on the
assumption that physicians outside of
the specialty group have different costs
than members of the group. One
commenter maintained that the
substantial variance in practice
expenses within members’ practices
makes it unlikely that non-members’
practices would extend this variance. In
addition, one group suggested that
societies representing a smaller
proportion of specialty practitioners
should be allowed to explore options for
addressing potential bias beyond
sampling from the Physician Masterfile.
According to the group, nonmembers of
a specialty society are unlikely to
respond to what they consider a time-
consuming and intrusive survey about
sensitive financial issues.

Response: We believe that the
commenter is arguing that is should be
sufficient to draw a sample from the
members of a specialty society because
there is unlikely to be a difference in
practice expense per hour between
members and nonmembers of a
specialty society. Our goal in collecting
practice expense data is to create
practice expense values that reflect the
costs of both members and non-

members of a specialty society. We
cannot assume that the average practice
expenses of members and non-members
of a specialty group are comparable
without data to support this finding.
The AMA Physician Masterfile is the
most comprehensive list of physicians
practicing in the United States. A
specialty society’s members are likely to
include only a portion of the physicians
practicing in that specialty. Thus, we
believe that it is likely that a random
sample selected from the AMA
Physician Masterfile is going to be more
representative of a specialty than a
sample drawn from a specialty society’s
membership list. For this reason, we are
maintaining the requirement that the
sample of physicians must be drawn
from the AMA Physician Masterfile.

Required Use of SMS Survey
Instruments and Protocol

Comment: One group expressed
concern that the SMS survey does not
account for care hours induced by the
Emergency Treatment and Labor Act
(EMTALA) in the patient care hours
question, thereby overstating the hours
and understating the practice expense
costs. They recommend that a question
be added to the SMS that asks
respondents about the patient care
hours they spend in an average week
providing EMTALA-induced care. Each
specialty’s average amount of EMTALA-
induced care should then be deducted
from the total hours spent in patient
care. The commenter recognized that
this is a long-term recommendation and
wished to work on an interim solution
with us.

Response: We understand the group’s
concerns and have contracted with The
Lewin Group to provide
recommendations on both the
modification of future surveys to
account for EMTALA-induced patient
care hours and the use of these data to
adjust practice expense values. We have
also made specific comments to the
AMA requesting that this issue be
addressed in any future work they may
do with regard to collecting survey data.
In the interim, we have made an
adjustment to the practice expense per
hour for emergency medicine to address
this issue. We have no reason to believe
emergency medicine is being
disadvantaged in the interim as a result
of this adjustment. We will consider
The Lewin Group’s recommendations.

Comment: Six groups questioned the
adequacy of the SMS survey for the
purpose of accurately assessing a
particular specialty’s practice expenses.
For example, one group believes that
additional questions are needed to
account for cardiology TC questions.
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They recommend that we revise the
criteria for supplemental surveys to
allow for the collection of additional
data through specialty-specific
questions.

Response: We consider the SMS
survey to be adequate for the purpose of
accurately assessing practice expenses.
However, we agree that additional
clarification and examples tailored to
specific specialties may improve the
accuracy of the data collected. Although
we do not want specialties to change the
basic structure of the SMS practice
expense module, we have not precluded
any groups from collecting additional
data specific to the specialty in their
supplemental surveys.

Comment: One group suggested that
we adopt the AMA’s practice level
Practice Expense survey in place of the
SMS and revise the criteria for
supplemental survey data accordingly.
They also suggested that our references
to the SMS survey may be
misunderstood by specialty groups
referencing the AMA'’s practice level
survey instrument, and that we must
clarify this distinction. Two groups
recommended that the specialty groups
should collect practice level data, rather
than individual physician estimates.
One group also suggested that a practice
level survey should be developed to
more appropriately capture the practice
expenses.

Response: The AMA has fielded the
practice expense level survey with
minimal success. At this time, we
understand that the AMA does not plan
to continue with the practice expense
level survey. We are currently using the
physician level SMS as the basis for
supplemental surveys, and will
continue to use this survey to maintain
consistency with our existing data. We
cannot use the AMA’s practice level
survey, or any other survey, until it has
been evaluated to determine if the
survey data can be incorporated into our
practice expense methodology. In
addition, we would have to determine if
it is possible to reconcile the outcomes
of the physician level and practice level
surveys. We have asked The Lewin
Group to review the AMA’s practice
level survey to determine how the data
collected could be used to calculate
practice expenses per hour values.

Comment: Four groups requested that
specialty groups be allowed to conduct
the supplemental surveys by mail with
follow-up phone interviews. The groups
believe this will reduce the cost of
administering a survey.

Response: As explained previously, to
help obtain comparable data, we believe
supplemental surveys should follow the
SMS methodology.

Comment: Two groups expressed
concern that requiring cover letters and
other information furnished to survey
participants to be comparable to those
supplied by the SMS contractor will
hamper response rates. They believe
specialty groups should be able to
provide correspondence that explains
the importance of the data for the
benefit of the specialty without our
“censorship.”

Response: Although specialty-specific
correspondence may increase response
rates, it could potentially introduce bias
into the practice expense data. We
believe that it is essential to obtain
unbiased data.

Comment: One group suggested we
use the tax form 1120 as a foundation
for validating practice expense data.
They suggested that independent
accountants could be used to compare
the practice expense data submitted to
the actual expenses on the tax form.

Response: The Lewin Group has
considered this recommendation and,
after discussions with the AMA and
numerous physician specialty groups,
has determined that practitioners may
not respond to the survey if they believe
their data may be audited. However,
The Lewin Group does believe that a
closer link between the survey
worksheet and a practice’s tax forms
may improve the accuracy of the data.
We may consider this as a longer-term
refinement issue.

Comment: One group recommended
that we develop a workable alternative
to the SMS survey. They noted the
indefinite suspension of the SMS
survey, and the lack of evidence that the
SMS is the best source of obtaining
practice expense data at the specialty
level as reasons for their suggestion.
They suggested we develop a set of core
questions and standard definitions to be
incorporated in each specialty’s survey.
If we create an alternative to the SMS,
They requested that we take into
account the extensive amount of time
involved in designing and conducting
an effective practice expense survey.

Response: The Lewin Group has
already worked with specialty groups to
modify the SMS survey for
administration as a supplemental
survey. The Lewin Group will continue
to help specialty groups field
supplemental surveys.

Comment: One group requested that
we keep the specialty groups updated
on the status of the SMS survey and any
potential solutions or alternate plans we
develop to account for the absence of
new SMS data. They stated that keeping
the specialties current would allow
them to anticipate extra spending on
survey projects.

Response: The best source of current
information on the status of the SMS
survey would, of course, be from the
AMA. Any plans on our part would be
included in information provided as
part of future revisions to practice
expenses.

Comments on the Response Rate

Comment: Seven groups objected to
the response rate of 80 to 90 percent
mentioned as a criterion for the
presumed national representativeness of
a sample. The groups stated that the
SMS has never achieved a response rate
this high, and that specialty groups
should not be expected to achieve a
response rate higher than that achieved
by the SMS. Two groups suggested an
acceptable response rate of 30 to 40
percent, and the American Academy of
Ophthalmology (AAO) suggested an
acceptable response rate of 30 percent.
The ACR requested an acceptable
response rate of no higher than 65
percent. Three groups objected to our
response rate but did not suggest an
alternative rate.

Response: The 80 to 90 percent
response rate was presented as a rate at
which we can presume that the sample
is nationally representative, but not as
an absolute requirement for the
acceptance of data. As we stated in the
May 3, 2000 interim final rule (65 FR
25666), we are attempting to be as
reasonable as possible. However,
surveys with a response rate lower than
80 percent cannot be assumed to be
nationally representative, and, for us to
accept these data, a specialty group
must demonstrate that the survey
respondents are not significantly
different from non-respondents. In
addition, based on our review of the
supplemental surveys submitted, we are
modifying our criteria concerning an
acceptable level of precision for surveys.
We now believe a reasonable level of
precision for surveys to be used for
supplementing current data is a 90-
percent confidence interval with a range
of plus or minus 10 percent of the mean
(that is, 1.645 times the standard error
of the mean, divided by the mean,
should be equal to or less than 10
percent of the mean).

Comment: One group commented that
it is highly unlikely that small
specialties will be able to achieve the
coefficient of variation of less than 10
percent for overall practice expenses or
practice expenses per hour that we
require for the acceptance of
supplemental data. They note that the
original SMS survey did not achieve
this threshold for many small specialties
and, therefore, question the application
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of the requirement to supplemental
SUTVEYS.

Response: In developing the resource-
based practice expense RVUs, we
consulted widely with physician
groups, researchers, and others to
identify possible data sources. Nearly all
commenters agreed that the SMS data,
while not specifically designed for the
purpose of establishing practice expense
RVUs, was the best available data for
this purpose. We believe our criteria, as
discussed above, help assure that any
data used to supplement the SMS data
are statistically valid and representative.
Further, we believe these criteria are
reasonable and achievable. For example,
a specialty society for thoracic surgeons
submitted supplemental data that we
incorporated last year. These data from
the STS achieve our statistical criteria
for supplemental surveys. We also note
that the 90-percent confidence interval
requirement seems very reasonable in
that, in general, a 95-percent confidence
interval is a more typical statistical
standard value.

Comment: One group requested that
we provide the specialty groups “with
a comprehensive definition of
‘complete’ and ‘incomplete’ data in
addition to an explanation of the extent
to which incomplete data will be
excluded or utilized in practice expense
calculations.” At a minimum, the group
requested indicators for required and
non-required data fields on the survey
instrument.

Response: The required data fields for
the survey instrument are available from
our contractor, The Lewin Group, and
from the protocols and guidelines we
have created for the supplemental
surveys. The original SMS survey data
obtained from the AMA was accepted
only for surveys with complete practice
expense and patient care per-hour
information. We will continue to use
these criteria for the acceptance of data.
(A copy of the guidelines and
procedures may be obtained by
contracting Lane Koeing at The Lewin
Group at (703) 269-5659.)

Data Adjustment

Comment: Three groups commented
on our use of the 1995 through 1997
specialty practice expense per-hour data
from the SMS and our deflation of
supplemental survey data to 1995
practice costs. The groups stated that we
should use the most current data
available for all specialties rather than
earlier data of questionable relevance.

Response: We indicated in the July
2000 proposed rule (65 FR 44181) that,
based on a recommendation by The
Lewin Group, we have incorporated the
1998 SMS data into our practice

expense per-hour calculations and that
we are now basing our practice expense
per-hour calculations on a 4-year
average. Regarding the deflation of the
practice costs to 1995, as long as the
same deflator is used across specialties,
the particular year to which the
specialties are deflated is insignificant.
The base year of 1995 was chosen to be
consistent with the data we have
already.

Comment: One group commented on
our decision to weight average the
supplemental data with the existing
SMS data already being used. According
to the group, this decision is flawed
because it erroneously assumes that the
SMS data currently in use is correct. In
addition, they believe that the SMS
sample size for emergency physicians
has been too small to provide valid data
for the calculation of practice expenses.
The group suggested that it is
inappropriate for us to weight average
data from this unrepresentative sample
with supplemental survey data for
emergency physicians.

Response: The SMS data is the best
data currently available for the
calculation of practice expenses. As
refinements of the practice expense
methodology are identified and
included, we will extrapolate and apply
them to past SMS data to the extent
possible. Weight averaging the
supplemental survey data with the
existing SMS data would be used to
increase the sample size. We also
established the criteria for supplemental
surveys in the May 3, 2000 interim final
rule (65 FR 25666) as a guideline for
those specialties seeking to increase
their sample size.

Short Time Frame for Data Submission

Comment: Three groups expressed
concern with the short time frame we
have provided for specialty groups to
develop the survey methodologies, find
a contractor, and provide the data for
computation of RVUs.

Response: Section 212 of the BBRA
required that we establish, through
regulation, a process for any
organization to collect and submit
supplemental survey data for use in
establishing payments for the calendar
years 2001 and 2002 physician fee
schedules. Thus, the amount of work
required to be accomplished in a short
time was largely due to the
requirements of the statute itself.

Cost Burden of the Supplemental
Surveys

Comment: Two groups commented
that we should share the cost burden for
the supplemental surveys. According to
the groups, the supplemental surveys

will be filling in the data gap left by the
SMS and, therefore, we should
subsidize the cost of completing the
surveys. In addition, one group
commented that the efforts needed to
meet the supplemental survey
requirements may be prohibitively
costly for many specialties without
subsidization from us. One group also
commented that we should take into
account the AMA’s problems with the
expense of administering the SMS
before fully adopting the survey
protocol. Specifically, they suggested
that we look for less costly, and more
cost-effective, ways of validating the
data than telephone interviews.

Response: We have no funding for
supplemental surveys, and we are not
currently considering such approaches.
As we have previously explained, we
believe the SMS data are currently the
best available source of practice cost
information. We believe there are
significant, methodological advantages
to obtaining practice cost information
through multi-specialty surveys such as
SMS, rather than through surveys of
more limited groups of specialties. The
supplemental survey process allows
specialties the option to provide
additional information.

Comment: Two groups suggested that
we should eliminate some of the criteria
for the acceptance of outside survey
data if a specialty can demonstrate that
the collected data are valid practice
expense data for the specialty.
According to one commenter, some
specialty groups may have valid data
that does not exactly meet the criteria
we outlined, but nevertheless could be
a valuable data source.

Response: In the May 3, 2000 interim
final rule (65 FR 25666), we presented
the criteria for specialty societies
seeking to collect new practice expense
data through supplemental surveys. The
process established by these criteria, as
amended by this final rule, should be
followed by specialty societies to collect
future supplemental practice expense
data.

Survey Contractor Requirements

Comment: One group expressed
concern about contracting for survey
research. According to the group, many
specialties have staff capable of
analyzing the survey data. Requiring
specialties to contract for the surveys
could eliminate certain subspecialties
from administering a supplemental
survey due to cost burden.

Response: We recognize the cost
burden of contracting for the
supplemental survey administration;
however, to ensure the integrity of the
practice expense data, we are requiring
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that a disinterested third party
administer supplemental surveys.

Comment: One group questioned our
requirement for specialties to use a
survey contractor with experience in
conducting national multi-specialty
surveys of physicians using random
samples. They believe that a contractor
with experience surveying health care
professionals and using random sample
techniques should be sufficient.

Response: We believe our initial
requirements represent a preferred way
to collect valid and reliable data. We
will, however, consider survey
contractors with experience surveying
health care professionals, collecting
financial information, and using random
samples.

Comment: Two groups are concerned
with our requirement for raw survey
data to be submitted to us. One group
believes that we should outsource the
analysis of the survey responses. The
other group opposes the submission of
raw data to us because they believe
physicians will be unlikely to respond
to sensitive financial questions if they
are informed that their individual
responses will be sent directly to the
government.

Response: The raw survey data have
been submitted to The Lewin Group,
and they have provided us with only
aggregate practice expense values.

HCFA'’s Use of the Supplemental Survey
Data

Comment: One group expressed
concern about our use of the
supplemental survey data. Before
administering an expensive survey, they
want assurance from us that the
supplemental data will be used.
Alternatively, the group believes we
should conduct a survey across all
specialties. They commented that we
must adopt one of these options to
remove flawed data that does not
account for the unique practice
expenses related to emergency
medicine.

Response: The criteria for the
consideration of supplemental survey
data are described in this final rule. We
anticipate incorporating data that meet
these criteria in the practice expense
methodology.

Comment: One group requested that
we provide specialty groups with the
criteria for determining if data supplied
between August 2, 2000 and August 1,
2001 is usable. We state in the interim
final rule that submitted data will be
considered, but we do not state whether
the criteria for acceptance will be the
same as the criteria for data supplied by
August 1, 2000.

Response: The criteria for accepting
supplemental survey data were
presented in the May 3, 2000 interim
final rule. These criteria were subject to
public comment, and any modification
we have made to these criteria, as a
result of the comments, are part of this
final rule.

Result of Evaluation of Comments

The criteria published May 3, 2000
will be used for surveys submitted in
2001 with the following modifications.

* We had proposed that specialty
groups use a contractor that has
experience with the SMS or a survey
firm with experience successfully
conducting national multi-specialty
surveys of physicians using nationally
representative random samples. We
have modified the criteria to provide for
using a contractor that has experience
surveying health care professionals,
collecting financial information and
using random samples.

+ In addition, based on our review of
the supplemental surveys submitted, we
are modifying our criteria concerning an

acceptable level of precision for surveys.

We now believe a reasonable level of
precision for surveys to be used for
supplementing current data is a 90
percent confidence interval with a range
of plus or minus 10 percent of the mean;
(that is, 1.645 times the standard error
of the mean, divided by the mean,
should be equal to or less than 10
percent of the mean).

With respect to response rates, we are
concerned about the low response rates
received from supplemental surveys
submitted to us in 2000. While we
acknowledge that the timing of the
surveys (that is, short-field time and
time of year) contributed to the low
response rates, we believe that groups
will have more time to conduct surveys
and, thus, are likely to obtain better
response rates in future surveys. While

we continue to believe that it is
impossible and impractical to set rigid
cutoffs, we are expecting higher
response rates than were achieved in the
supplemental surveys submitted to us in
2000. We would like to see detailed
analyses that indicate the sample is
representative of the population. While
The Lewin Group was able to perform
some limited analyses of response bias
for the supplemental surveys received
in 2000, we expect that these
supplemental surveys received in 2001
will provide detailed analyses with
respect to possible response bias on
factors that could affect practice
expenses. Such analyses should
consider variables such as specialty
society membership, years in practice,
board certification, gender, geographic
distribution of respondents, and
practice arrangements (for example, solo
practitioners or large group practices).
We will not consider supplemental data
in the practice expense methodology
unless we receive detailed analyses that
give us confidence that survey
respondents are representative of the
profession on items that affect practice
expense. In addition, the data must
appear reasonable and consistent with
other data used to determine practice
expense RVUs.

Submission of Supplemental Surveys

In response to the May 3, 2000
interim final rule, three organizations
submitted supplemental survey data for
consideration. One survey was
submitted by the American Physical
Therapy Association (APTA), and a
joint survey was submitted by the
American Association of Vascular
Surgery (AAVS) and the Society for
Vascular Surgery (SVS). Our contractor,
The Lewin Group, has evaluated the
data submitted by each organization and
recommended that we use these data.
The full recommendation and
discussion will be made available on the
HCFA website. We have decided to use
the data submitted by the AAVS and
SVS to supplement the information we
are currently using. However, we have
decided not to use the data submitted by
the APTA. The revised practice expense
per hour figures that we are using for
vascular surgery are:

- . Office ; ;
Clinical staff Admin staff expense Supplies Equipment Other Total
20.2 s 18.1 17.7 3.2 45 11.4 75.1

These figures are from the
supplemental survey information
provided to us from the Lewin Group

adjusted by the MEI so the figures
reflect 1995 data. That is, we divided
the 1999 practice expense per hour data

by the cumulative MEI for 1996-1999
(1.0877).
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Both supplemental surveys have
extremely low response rates (about 14
percent for vascular surgeons and 11
percent for physical therapists). We
specified the criteria we would apply
for supplemental surveys in the May
2000 interim final rule (65 FR 25666).
While we did not establish a precise
minimum response rate, we did indicate
that surveys with response rates less
than 80 percent to 90 percent require an
analysis to determine to what extent the
sample is representative of the
population. The extremely low response
rates achieved by these two
supplemental surveys and the relatively
small number of responses make it
extremely difficult, and very subjective,
to determine whether the data are
representative of each specialty. Our
contractor was able to make very limited
assessments of this issue based on the
data provided.

However, in our May 2000 interim
final rule, we indicated that, based on
our review of existing physician
practice expense surveys, we believe
that an achievable level of precision is
a coefficient of variation, that is, the
ratio of the standard error of the mean
to the mean expressed as a percent, not
greater than 10 percent, for overall
practice expenses or practice expenses
per hour. For existing surveys, the
standard deviation is frequently the
same magnitude as the mean. We
indicated in the May 2000 interim final
rule that we would consider practice
expenses for which the precision of the
practice expenses is equal to or better
than this level of precision and that
meet the other survey criteria.

The data submitted by the AAVS and
the SVS met the level of precision. The
data submitted by the APTA did not rise
to this level of precision; they did not
meet this objective criterion set out in
the May 2000 interim final rule. Thus,
we do not have, in the survey data
submitted by the APTA, data that
convince us of both the
representativeness or the precision of
the surveys. For that reason, we are
unable to incorporate the supplemental
survey data submitted by the APTA in
the practice expense system.

We note, however, that we have made
an adjustment to the practice expense
data for physical and occupational
therapy services based on other
comments received. These comments
and adjustments are described
elsewhere in this regulation.

In addition, one specialty society also
submitted data concerning clinical staff
in the hospital setting. The data
submitted were not in the context of
supplemental survey data. We discuss

the issues addressed by these data
elsewhere in this preamble.

(ii) Proposals for SMS Refinement

In the July 2000 proposed rule (65 FR
44180), we discussed the tasks that our
contractor, The Lewin Group, was
undertaking to assist us with broad
practice expense technical and
methodological issues. We also
highlighted the recommendations that
were contained in the first draft report
that the contractor submitted, “Practice
Expense Methodology,” dated
September 24, 1999. This report is on
our homepage under the title “Practice
Expense Methodology Report.” (Access
to our homepage is discussed under the
“Supplementary Information” section
above.)

The report contained various
recommendations aimed at increasing
the validity and reliability of the AMA’s
SMS survey. Although the Lewin
Group’s recommendations were made
specifically to address improving the
SMS survey for calculating practice
expense RVUs, we believe the
recommendations will be useful in
making refinements to any other survey
instrument that may be used in
calculating practice expense RVUs. The
recommendations fell into the three
following areas:

» The use of data supplementary to
the SMS survey.

» Suggested changes to the survey
instrument.

* Recommendations for using the
data in calculating the specialty-specific
practice expense per hour.

In response to the report’s
recommendations on the use of the SMS
data, we proposed to incorporate data
from the 1998 SMS survey, which is the
latest data available, into our practice
expense per-hour calculations. In
addition, we proposed basing the
practice expense per hour calculations
on a 4-year average, rather than the 3-
year average recommended in the
contractor’s report. We published a table
that contained the practice expense per-
hour calculations for CY 2001 that
resulted from the above proposals. We
also proposed standardizing the practice
expense data to reflect a 1995 cost year
consistent with the pricing information
we are using for the estimates of
practice expense inputs for individual
procedures. To standardize costs, we
proposed inflating 1995 cost data by the
MEI and deflating 1996 and 1997 costs
data. This proposal has virtually no
impact on the practice expense per-hour
calculations.

After discussions with the AMA’s
SMS staff, we did not propose, as
recommended by our contractor, to

revise edits and trims to the SMS survey
data to exclude data that fall outside set
acceptable ranges.

In the July 2000 proposed rule (65 FR
44184), we also discussed the
suggestions we made to the AMA for
including additional questions in the
SMS survey that would make it more
useful for calculating specialty-specific
practice expenses more precisely. It now
appears that the AMA may no longer
undertake a multi-specialty survey to
collect practice expense information.
While we will continue our discussion
with the AMA regarding any future
plans for practice expense data
collection, as stated above, we believe
these recommendations will be useful in
the design of any other survey used in
developing practice expense RVUs.

As we indicated earlier, we proposed
to use data from the 1998 SMS to
develop the 2001 practice expense
RVUs. Furthermore, data from the 1999
SMS will become available later this
year for use in developing the 2002
practice expense RVUs. In addition,
section 1848(c)(2)(B) of the Act requires
that not less often than every 5 years, we
review and make adjustments to RVUs.
Thus, we are required by the statute to
review and make adjustments to the
practice expense RVUs 5 years after the
end of the transition period, that is, no
later than 2007. Regardless of whether
the AMA continues to collect data on
practice expenses, we will be
developing plans for making
refinements to practice expense RVUs
beyond 2002.

Comment: One specialty society
indicated that SMS data from 1998 and
1999 is available and we have not used
this data in the past because of fears that
the data may be tainted now that some
physicians know that the responses
could affect Medicare fees. The
commenter recommended that we use
data from 1996 through 1999, rather
than the 1995 through 1998 data we
have proposed using.

Response: In the November 2, 1998
final rule (63 FR 58821), we expressed
concern about the potential biases that
may exist in surveys collected by
individual specialties and in any survey
data collected in the SMS survey
process subsequent to our June 5, 1998
proposed rule. There is no relationship
between this concern and any decisions
that we have made with respect to
incorporating available data from the
SMS survey process into the practice
expense methodology. Since SMS
survey data from 1998 was collected
more than 1 year before the June 1998
proposed rule announcing the “top
down” methodology, any implication
that we did not previously propose use
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of the data because of a concern about
bias in the data is inaccurate. Rather, we
have not previously proposed using the
data because it was unavailable to us
before this year’s proposed rule. In
addition, we did not propose using SMS
data from 1999 because it was
unavailable to us at the time of the
proposed rule. We will consider using
1999 data from the SMS for setting 2002
physician fee schedule rates. As we
stated in our July 2000 proposed rule
(65 FR 44184), we welcome comments
on long term strategies for collecting
practice expense data in the future.
Comment: We received two comments
that indicated that the SMS sample for
gastroenterology is small and
inadequate, that the response rate in the
SMS is the lowest among any specialty,
and that the practice expense
calculations are probably inaccurate.
One of these commenters also urged us
to work with the AMA and the medical
community to improve the aggregate
specialty-specific data. A specialty
society representing pediatrics
reiterated the concern that the pediatric
specialties are not adequately
represented in the SMS, and a society
representing geriatrics also believed that
the sample size of geriatricians is not
large enough to yield reliable data.
Another commenter was concerned
about the inadequate sample size of
radiation oncologists in the SMS and
believed that the use of the Physician
Masterfile under-samples non-hospital
based radiation oncologists and over-
samples hospital-based radiation
oncologists, who do not incur the same
practice expenses for equipment and
staff. Several imaging specialties stated
that the SMS does not capture the
practice expenses for TC services,
probably because the SMS sample is
skewed toward professional-component
only providers. These commenters
argued that, even if the sample of TC
providers were adequate, the higher TC
costs would be diluted by the lower PC
costs, and thus it is necessary to perform
a survey of only TC providers to use in
the practice expense calculations.
Response: Since concerns regarding
the representation of various specialty
societies in the SMS data were raised
previously, we are reiterating our
general response that can be found in
more detail in the November 2, 1998
final rule (63 FR 58821). As we
indicated in that rule, many of the
criticisms of the SMS data could well be
made about any other practice expense
survey. At the time, we proposed use of
the SMS data for developing the
practice expense RVUs, we indicated
that it was the best available data source
on aggregate practice expenses. Since

we are continuing to rely on the SMS
data in the process for determining
practice expense RVUs, we believe that
the specialty-specific representation in
the data is now improved by
incorporating an additional year of data.
The practice expense per hour will be
based on a larger number of survey
responses that will likely result in
improved representativeness of the data.

Comment: One commenter contended
that the data in the practice expense
per-hour table in the July 2000 proposed
rule do not appear logical, objective, or
consistent. There is an unexplained
range of clerical payroll per hour among
similar specialties, and the ranking of
the practice expenses among specialties
appears to be untenable; for example,
the total practice expense per hour for
dermatology is almost two times greater
than for gastroenterology.

Response: We believe that different
specialties are likely to have differences
in practice expense per-hour for indirect
types of costs depending upon the
nature of the practice. With respect to
the examples identified, dermatologists
are generally in office-based practices,
while gastroenterologists provide most
services in hospitals. The nature of
these types of practices may result in
very different expenses for
administrative personnel. Without
disaggregating the costs and describing
the different administrative activities
that are performed by employees of the
different types of specialties, it is
difficult to explain deviations in the
practice expense per hour among
specialties. Nevertheless, we reviewed
data on administrative practice
expenses per hour across specialties for
each individual SMS data year and
found, with some exceptions, that there
is stability among the relative practice
expense per hour for this item across
years. For instance, for 3 of the 4 years
that there is survey data, the
administrative practice expense per
hour for gastroenterology is between 61
and 63 percent of dermatology (in the
remaining year, it is 53 percent). We
believe that the apparent stability of the
relative practice expense per hour
across specialties provide assurance of
the data’s reliability.

Comment: We received a number of
comments expressing concern about our
decision to incorporate 1998 SMS data
into the practice expense methodology.
Several commenters noted that there
were a small number of usable
responses for some specialties to
calculate the practice expense per hour
using the 1998 SMS data, citing that
cardiac and thoracic surgeons and
radiation oncologists had only three
responses. Another commenter stated

that, in the past, we have been
unwilling to use SMS data if the number
of survey respondents is low. Other
commenters expressed concern that for
some specialties, the small sample of
physicians would mean that the practice
expense per hour could not be
calculated accurately and such unstable
data would produce some substantial
changes. These commenters suggested
that we not incorporate additional data,
including the 1998 SMS data, until a
representative practice expense sample
can be performed with an adequate
number of respondents for all
specialties.

One specialty commented that
inclusion of the 1998 SMS data is
premature because of questions
regarding its validity, since AMA is
redeveloping the SMS with the
possibility of seeking specialty-society
input, and there are questions regarding
the validity of the 1998 SMS data. While
some commenters agreed with the
general principle of using the most
current data, they argued that the
quality of the 1998 SMS data does not
merit inclusion into our practice
expense per-hour calculations. One
commenter stated that the SMS survey
does not recognize the unique nature of
emergency medicine.

Alternatively, there were many
comments that supported our use of the
1998 SMS data. These commenters
generally indicated that we should use
the most current data because practice
expenses may change over time. In
addition, these commenters indicated
that there is no evidence that the 1998
SMS data is tainted or otherwise
objectionable. Other commenters
indicated that including more survey
responses from later SMS years will
result in practice expense values that
are more representative of physicians’
costs. Some commenters indicated that
practice expense data based on a 4-year
sample provides greater assurance of its
quality. Many of the commenters that
suggested incorporating the 1998 SMS
data also indicated that we should use
the 1999 data from the SMS when it
becomes available. Other commenters
supported our proposal to base the
practice expense per-hour calculation
on a 4-year average of SMS data as
opposed to a 3-year average, because it
will help to compensate for the low
number of survey responses from some
specialties in the prior years’ SMS
SUTVEYS.

One commenter believed that we
should follow our contractor’s
recommendation and use a rolling 3-
year average, because using 4 years
results in older data completed by
persons less familiar with the SMS.
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Other commenters supported using only
the latest 3 years of data to eliminate the
oldest practice expense data from the
methodology.

Response: While the lower response
rates in the 1998 SMS data are a
concern, we continue to believe it is
appropriate to incorporate these
additional data into the practice
expense methodology. In general, even
though there are fewer responses in the
1998 SMS data, it is unclear to us why
this alone indicates that we should
reject incorporating the data. Generally,
the inclusion of more survey data will
improve the data’s representativeness
and lead to more stability in the practice
expense methodology. Furthermore, to
the extent that there are fewer responses
to the 1998 SMS survey, there will be
less impact on a given specialty because
the practice expense per-hour
calculation is weighted by the number
of respondents from each respective
year. With respect to the stability of the
data, the AMA indicated that a
statistical test of the data “‘revealed only
marginal evidence of a statistically
significant change in PE-HR across
specialties when all specialty-level
changes were considered jointly. In
other words, the combined set of
changes in relative PE-HR were with
the range of what could be expected by
sampling error.” Thus, although there
may have been some large changes in
practice expense per hour across years
for some specialties, there appears to be
overall stability across years among all
physicians.

In general, use of the 1998 SMS
improves the stability of the practice
expense per hour and results in little
specialty level impact. For the 35
specialties listed in our impact table in
the July 2000 proposed rule (65 FR
44203), 21 specialties will experience an
impact that is near zero. There are nine
specialties that will experience an
impact of approximately 1 percent as a
result of inclusion of the data. For two
(cardiac and thoracic surgery) of the
four specialties that show a payment
impact of approximately 2 percent, the
data were affected by more than just the
inclusion of the 1998 SMS data. In the
November 1999 final rule (64 FR 59391),
we indicated that supplemental data
would be incorporated in the practice
expense per hour and we would not
include data from the 1995 SMS. We are
now adding the 1995 SMS data as well
as the 1998 SMS data to the calculation
of practice expense per hour and
increased the likelihood that there
would be a larger impact on the practice
expense per hour. For one specialty
(physical and occupational therapy,
included in the nonphysician

practitioner category), we made an error
in the practice expense per hour
calculation in the July 2000 proposed
rule. After correcting this error, there is
only approximately a 1-percent increase
in the nonphysician practitioner
category from incorporating the
additional SMS data. We believe that
these results support the argument that
the practice expense per hour is
generally stable and that it is
appropriate to include 1998 SMS data in
the practice expense methodology.

With respect to the comment that it is
premature to incorporate 1998 SMS data
into the practice expense methodology
because of AMA efforts to redesign the
survey and include specialty society
input, we are unsure of the AMA’s
efforts in this regard. Nevertheless,
while we would welcome
multispecialty involvement in an effort
to collect practice expense data
specifically for the purpose of
determining relative value units, we
believe that such efforts should not have
any bearing on our decision to
incorporate later SMS data into the
practice expense methodology at this
time. If new data were to be collected
under a redesigned survey process, it
could be at least 2 years before such
data is available to us. In the interim, we
believe it is appropriate to include the
latest SMS data into our methodology.

We disagree with the commenter who
suggested that the older SMS data
should be eliminated from the practice
expense per hour calculations because
the surveys were completed by
respondents less familiar with the SMS.
The SMS is a longstanding survey that
was originally developed by the AMA in
1981. There is no evidence that data
from earlier SMS surveys is less reliable
than later survey information.

Comment: A commenter representing
urologists stated that, if we are not going
to accept our contractor’s
recommendation to revise the edits and
trims to the SMS survey data, the use of
median values, rather than means,
would produce the most fair relative
ranking of the practice expense per hour
among medical specialties.

Response: We believe it is appropriate
and consistent with the statute to use
the mean practice expense per hour
rather than the median. Under the
practice expense methodology, the
practice expense per hour for each
specialty is multiplied by the physician
time per procedure and number of
Medicare allowed services and summed
at the specialty level to produce
aggregate specialty cost pools. In theory,
the aggregate practice expense pools
would reflect actual physicians’ costs if
the utilization data for all payers, not

just Medicare payers, were used. (In
reality, however, the data is potentially
biased by the inclusion of mid-level
practitioners. See the June 5, 1998
proposed rule (63 FR 30832) for a more
detailed discussion of this issue). If the
median practice expense per hour were
used, however, the aggregate cost pools
would not be reflective of physicians’
actual expenses, because very high-cost
or low-cost practice data would be
excluded. Since the statute indicates
that we should “‘recognize all staff,
equipment, supplies and expenses,” we
believe use of the mean rather than the
median practice expense per hour will
result in the practice expense RVUs
being more reflective of all physician
practice costs.

Comment: We received several
comments that were concerned about
the AMA’s decision to no longer collect
practice expense data from the SMS.
One commenter noted that the Lewin
Group recommendations described in
the proposed rule were aimed at
improving the SMS surveys and/or
practice level surveys that the AMA no
longer intends to perform. Other
commenters expressed concern about
plans for gathering practice expense
data for years after 1999, particularly if
the AMA will not continue the SMS
survey. Two commenters recommended
that we initiate a dialogue with
specialty societies to develop a
workable alternative and another that
we consider creating and funding a
survey to collect practice expense data
in the future. One organization
commented that the AMA’s decision to
no longer collect practice expense data
means that issues related to
uncompensated care in the practice
expense methodology will not be
addressed. This commenter stated that
we should continue to work with
emergency physicians to ensure that
what the society feels are flawed
practice expense data are no longer used
to determine payment amounts for
emergency physicians.

Response: We share these
commenters’ concerns about the AMA’s
decision to no longer collect practice
expense data. However, we continue to
believe that the recommendations of the
Lewin Group and our suggestions to the
AMA regarding improvements that
could be made to the SMS and practice
level survey will be helpful in future
practice expense data collection efforts.
As the AMA indicated in a letter to us
(see 63 FR 30829 for the AMA’s more
detailed comments), the SMS data were
never collected for the purpose of
developing relative values. The Lewin
Group recommendations and our
suggestions to the AMA were intended
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to tailor the SMS or a practice level
survey to be more suitable for this
purpose. While our comments were
addressed specifically to improving the
ability of the SMS or a practice level
survey to be used for developing
practice expense RVUs, there is no
reason that these suggestions would not
be equally valid for any alternative
practice expense survey instrument that
may be developed. Thus, we continue to
believe that there is merit in the work
of the Lewin Group and in our
suggestions on improvements to the
AMA survey.

With respect to the concerns
expressed about gathering practice
expense data beyond 1999, we have
published criteria that specialties must
follow to submit supplementary practice
expense survey data that can be
included in the practice expense
calculations. Thus, there is a process for
specialties to collect representative data
on practice expenses for a specialty that
can be used to influence the calculation
of practice expense RVUs. Furthermore,
we are currently planning to use 1999
SMS data to determine the practice
expense per hour for calculating
practice expense RVUs for 2002. Thus,
the fully implemented resource-based
practice expense RVUs will be based on
a weighted 5-year average of the latest
SMS survey data.

Regardless of whether the AMA were
to continue the SMS survey, it is
unclear whether it would be necessary
or even desirable to incorporate more
recent practice expense per hour data
into the methodology on an annual
basis. While the practice expense may
increase or decrease over time, the
important variable for the practice
expense methodology is whether there
is a relative change among specialties in
practice expense per hour. Again, with
exceptions for some specialties, there
generally appears to be stability in the
relative practice expense per hour
among specialties in the SMS data we
are using. Indeed, there generally was
little redistribution in payment resulting
from use of the latest SMS data. For 21
of the 35 specialties listed in Table 1 of
the July 2000 proposed rule (65 FR
44203), the percent change in practice
expense from using the latest SMS data
was near zero. For nine of the remaining
14 specialties, the impact on payments
was only 1 percent. For only five of 35
specialties listed was the impact on
payments 2 percent or greater. Thus, if
there is year to year stability in the
relative practice expense per hour
among specialties, it will likely make
little difference whether we incorporate
additional practice expense data into
the methodology.

However, it is possible that there will
be more significant changes in relative
practice expense per hour over time
among specialties. The statute requires
that we make refinements in the
practice expense RVUs at least every 5
years. While we expect to continue
making refinements to the inputs for
individual codes on an annual basis, it
could be several years before we might
require practice expense data from a
multi-specialty survey after the initial
refinement period ends in 2002. While
we consider how to approach this issue,
we welcome the comments that
suggested that we seek input from the
medical community in developing a
mutually satisfactory and equitable
approach to obtaining the needed
information on practice expenses for
future refinement efforts.

Comment: A society representing
vascular surgeons commented that
separately billable income should be
deducted from practice expenses as part
of the practice expense per hour
calculations, because the inclusion of
this income may account for the
inexplicably wide range in the practice
expense calculations among specialties.

Response: We agree that it is desirable
to identify separately billable services.
As explained elsewhere, this is an issue
for future SMS revisions.

Comment: One commenter suggested
that we move the SMS clinical labor
expenses to the indirect expense
category, as was done with the
administrative labor cost. The
commenter stated that with the
inclusion of high administrative costs,
the indirect costs will vary considerably
among specialties and expressed their
concern that the determination of the
scaling factor is not an equitable means
to distribute these indirect costs. The
commenter encouraged us, along with
our contractor, to examine this issue in
detail.

Response: We are reviewing issues
related to indirect expenses with our
contractor.

Comment: A commenter stated that
separately billable income of mid-level
practitioners should be deducted from
practice expenses as part of the practice
expense per hour calculations. The
commenter suggested that the total
practice expense pools should be
adjusted by the Medicare income
received by physicians for the work of
physician assistants and other mid-level
practitioners. The commenter indicated
that the pools can be adjusted easily for
cardiac and thoracic surgery because the
data on billing for these mid-level
practitioners are easily available from
our data files.

Response: We believe that the
numerator of the practice expense per
hour calculation should exclude any
costs associated with mid-level
practitioners and the denominator
should include their patient care hours.
Unfortunately, the data from the SMS
do not permit the calculations to be
performed in this way. We believe that
this issue should be addressed in any
multispecialty survey instrument that
will be used in the future to collect
practice expense data and determine
practice expense RVUs. We disagree
with the commenter that there is a
feasible way of making an adjustment to
the aggregate practice expense pools
themselves to address this issue. While
it is unclear from the comment about
how such an adjustment would be
made, it is possible that the commenter
believed that we can use Medicare
utilization data to determine the
proportion of total allowed services for
cardiac thoracic surgery procedures,
where the specialty data indicates that
the service is performed by a mid-level
practitioner assisting at surgery; perhaps
the commenter assumes that we would
use this proportion to reduce the size of
the aggregate cost pool. We believe that
it is not possible to make an equitable
adjustment in this way. First, the
aggregate cost pools are constructed
using a total practice per hour figure,
and the proportional adjustment would
reflect only Medicare data. Second, it is
not clear to us how such a calculation
would be made. An assumption would
have to be made that where a mid-level
practitioner is performing a given type
of service, the work is being furnished
for a given type of physician specialist.
For instance, if a physician assistant is
assisting at surgery for a heart
procedure, we would have to assume
that practitioner is working for a cardiac
or thoracic surgeon. Even this simplified
example presents a dilemma, because it
would be unclear whether to adjust the
pool of the cardiac or thoracic surgeon
in this instance. We believe that, even
if these assumptions could be made for
some services, it would be difficult to
make similar assumptions, for example,
for evaluation and management services
when the mid-level practitioner could
be working for one of many different
specialists. For these reasons, we are not
making an adjustment to the practice
expense pools at this time.

(iii) Direct Patient Care Hours

In our July 2000 proposed rule (65 FR
44184), we discussed the many
concerns that have been raised from
various specialty societies concerning
our calculation of direct patient care
hours. Several previous commenters
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representing surgical specialty societies
have raised concern that the hours
computed for their specialties have been
overstated, because non-billable hours,
such as stand-by time, have been
included. In addition, commenters
representing emergency room
physicians raised the issue that the
hours spent on uncompensated care
were probably also included in the
survey responses to the detriment of this
specialty.

We then discussed the steps we were
taking to improve the future accuracy of
these data. We recommended more
precise wording for future survey
questions so that only the appropriate
practitioner hours are included.

We also discussed the second draft
report issued by our contractor, entitled
“Validating Patient Care Hours Used in
HCFA'’s Practice Expense
Methodology.” This report, which is on
our homepage under the title
“Validating Patient Care Hours,”
explores alternative methods that we
might use to validate the time data
collected by the SMS survey. We have
extended The Lewin Group’s contract so
that, among other refinement tasks, the
above validations can be performed. We
also solicited comments and suggestions
as to other steps we could take to verify
and improve the accuracy of the
specialty-specific patient care hours.

Comment: We received several
comments, primarily from surgical
specialty societies, reiterating the
concerns about patient care hours
discussed in the July 2000 proposed
rule. In particular, commenters urged
that we find a way to identify non-
billable hours, such as down-time
between surgeries, stand-by time, phone
calls, “curbstone” consultations, and
uncompensated care, so that these non-
billable hours can be subtracted from
the specialties’ direct patient care hours.
In addition, several commenters raised
the concern that the SMS survey data on
patient care hours varies considerably
by Sﬁ)ecialty.

The comments also contained a
number of recommendations. One
commenter suggested that we could use
a blend of the all-physician and the
specialty-specific hours. A specialty
society, citing concerns about the
variability between the SMS and the
Harvard/RUC time data, recommended
that we collect information on the
Medicare share of practice hours in the
SMS to produce a check of the
meaningfulness of the pool allocations.
Another specialty society, claiming that
the SMS data on patient care hours are
sure to be imprecise, urged us to use a
standardized number of hours in the
practice expense calculation or to

statistically limit the impact of this
variable. While one commenter
recommended that we use the average
number of hours per week that
physicians’ offices are open to calculate
the practice expense per hour, another
commenter argued that the assumption
of a 40-hour work week for all
specialties would result in a significant
distortion of practice expenses per hour.

Response: We do agree that the
patient care hours data would be more
precise if we could ensure that there is
a standard definition understood across
specialties, so that non-billable hours
would not be included in the data. As
discussed in the July 2000 proposed
rule (65 FR 44185), we suggested adding
a clarifying definition of hours to be
included to any future multi-specialty
practice expense surveys. In addition,
we referred to the work our contractor
is doing to validate the patient care
hours; one of the tasks will be a
comparison between the SMS hours
data and the Harvard/RUC physician
time data. Once this analysis is
completed, it could form a basis for
deciding whether any adjustment to the
SMS data is either advisable or
workable. As for the recommendations
that we use either a standard time for all
specialties or the actual time the
physicians’ offices are open, we believe
these recommendations stem from the
mistaken impression that a specialty
that actually works longer billable hours
is somehow disadvantaged by our
methodology. First, we believe that
some specialties do put in more billable
hours per week than other specialties,
and using a standard number of hours
for all specialties would thus be
inaccurate and inequitable. Second,
while it can be argued, as some
commenters claimed, that most practice
expense costs are generally incurred
during the hours the physician’s office
is open, we do not have a two-tiered
system of payment in which we pay less
for surgeries performed at 6:00 a.m. than
we do for those performed during office
hours on the grounds that the earlier
procedure somehow incurs less practice
expense. Rather, we average the
payments across each service, regardless
of the time it is performed. Likewise, the
practice expense per hour calculation is
an average of the costs per hour, in
which some hours would have higher
costs and some lower. In addition, the
direct patient care that takes place
outside of office hours should be
reflected in increases in the utilization
data for that specialty that, in turn,
increases the practice expense cost
pools for the same specialty.

Comment: One commenter urged that
any uncompensated care adjustment be

allowed only for emergency department
services that are furnished by practices
in areas that have a disproportionate
share of uncompensated care.

Response: If we were to propose any
further adjustments for uncompensated
care, we would publish them in a
proposed rule, subject to comment by
all interested parties.

Comment: A specialty society
expressed concern that, because
podiatrists are not surveyed by SMS,
any validation of patient care hours
performed by our contractor would not
apply to podiatry. This commenter also
stated that the specialty society has
shared with us two of the society’s own
surveys containing patient care hour
data, and requested that we either
validate and use this data or take
responsibility for collecting this data.

Response: We understand the points
that are made by this commenter and
will consider this further if we make
adjustments to the patient care hours. In
addition, now that a process and criteria
have been spelled out for the
submission of supplementary practice
expense data, the specialty society can
also submit additional survey data that
should include information on
podiatrists’ patient care hours.

(c) CPEP Data

(i) Relative Value Update Committee’s
Practice Expense Advisory Committee
(PEAQ)

1999 RUC Recommendations on CPEP
Inputs

The PEAC, a subcommittee of the
RUG, held its initial meetings last year
to begin to refine the clinical staff,
supply and equipment inputs for
physician fee schedule services. In the
November 1999 final rule (64 FR 59394),
we responded to the RUC
recommendations for the refinement of
the direct inputs for 65 codes originally
reviewed by the PEAC and subsequently
approved by the RUC and noted that our
actions on all of the recommended
inputs were subject to comment. We
received the following comments on our
revisions to the RUC recommendations:

Comment: One specialty society
questioned the removal of lysol, tissues,
and biohazard bags from the supply list
for all codes, since these items represent
costs that physicians must pay.
Additionally, one organization objected
to our removal of self-administered
drugs from all codes, and another
society, as well as the RUC, objected to
the removal of betadine from the
supplies recommended for the post-
procedure period.

Response: We believe that the
removal of such items as tissues, lysol,
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and biohazard bags will help simplify
the refinement of the CPEP supply data
without having a noticeable impact on
the payment for any service. We
removed the costs of these minor
supplies from the overall CPEP supply
list either because of the difficulty in
measuring their use or because the
supplies were not fully used up during
a single procedure. Throughout the
supply data, the quantities for biohazard
bags and tissues were reported
incorrectly; for example, codes were
assigned 5 boxes of tissues or 250
tissues when the intention was to assign
5 single tissues at a cost of 5 cents. The
PEAC/RUC has since extended this
simplification by eliminating paper
towels and room disinfectant from their
recent recommendations. We proposed
to eliminate the very few self-
administered drugs on our supply list
from the CPEP data because we believe
that it is reasonable to exclude non-
covered items in the allocation of the
specialty-specific cost pools. With
respect to betadine, we note that it is
included in the recommendations for
the post-surgical supply package that we
have accepted in this rule, which can be
used by any surgical specialty for its
codes. Therefore, we will not be adding
back any of these individual supplies at
this time.

CPT Code 17003, Destruction by Any
Method, Second Through 14 Lesions

CPT Code 17004, Destruction by Any
Method, 15 or More Lesions

Comment: One organization
commented that we should have
corrected the obvious and egregious
anomaly in these codes whereby the
payment for destruction of 14 lesions is
considerably higher than the payment
for 15 lesions.

Response: We agree that the values for
these two codes appear anomalous.
However, we do not assign practice
expense RVUs to services. Rather, these
RVUs are allocated based on the inputs
that are associated with each service.
Both of the above codes, along with CPT
Code 17001, Destruction by any method,
first lesion, were presented by the
dermatology specialty societies to the
PEAC, but we received
recommendations only on the supplies
for these services. We accepted these
recommendations in general, but
deleted many specific supplies from
CPT Code 17003 because it is an add-
on code. We have re-examined the
current CPEP inputs for CPT Code
17001, 17003, and 17004, and believe
that the inputs for labor and equipment
appear to be appropriate. The source of
the anomaly seems to be in the supply

inputs for these services. To ensure that
the appropriate revisions are made to
the supply lists, we need specific
recommendations from the RUC or the
relevant specialty societies.

CPT Code 17304 Through 17310, Chemo
Surgery (Mohs’ Micrographic

Technique) [First and Subsequent
Stages]

Comment: A commenter representing
Mohs surgeons, while acknowledging
the revisions made in the final rule to
the lists of supplies, indicated that we
erroneously omitted some supplies from
the updated list. The commenter
provided information on the supplies
omitted, as well as the rationale for why
these supplies need to be included.

Response: We appreciate the detailed
explanation regarding the use of these
supplies. After review, we note that,
with few exceptions, all the supplies the
commenter claimed were omitted are in
fact already included in our CPEP
database as originally recommended.
We explained in the November 1999
final rule that we were deleting Valium,
which is separately billable, and
Tylenol, which is self-administrable
from all codes; therefore, these drugs
will not be included for any of these
services. In addition, we are not
convinced that it is typical to suture the
wound after each stage of surgery, and
the commenter stated that the wound is
not closed until it is determined that no
further procedures are necessary.
Therefore, we believe that only one set
of sutures and suture kit are typically
needed, which we are including in the
supplies only for CPT code 17304. We
also note that the tincture benzoin swab
requested by the commenter was not
included in the original RUC
recommendation, though we are adding
it at this time.

CPT Code 56340, Laparoscopy, Surgical;
Cholecystectomy (Any Method)

Comment: A specialty society
representing surgeons and the RUC
objected to the decreases we made to the
PEAC/RUC recommendations for the
pre- and post-service times for this CPT
code. They indicated that there were
extensive discussions about this code at
the PEAC/RUC meeting, and that
adequate information was provided to
support this change for pre-service time.
The commenters also objected to our
elimination of the time for the second
registered nurse in the post-service
period and requested that we provide
the basis for determining that this is not
typical practice.

Response: There was insufficient
rationale for the PEAC
recommendations transmitted to us.

Moreover, the PEAC is currently
working on establishing a standardized
methodology for refining the pre- and
post-procedure clinical staff times. This
code, like all other surgical codes
involving pre- and post-procedure staff
time will undergo further refinement.
We are not changing the clinical staff
times now, but will review them upon
receipt of the PEAC recommendations
for pre- and post-procedure time for
surgical procedures in general.

CPT Ophthalmology Codes 65855,
66170, 66172, 66821, 66984, 67036,
67038, 67039, and 67040

Comment: Three specialty societies
representing ophthalmologists and the
RUC expressed concern that we did not
accept the RUC recommendation to
increase the pre-service period to 42
minutes for the above CPT codes, but
rather deleted all pre-service clinical
staff time. The commenters also noted
that the statement in the November 1998
final rule that we were retaining the
original CPEP value of zero minutes was
in error for CPT codes 66170, 66172,
66984, 67036, 67038, 67039, and 67040
because the CPEP panel had assigned 24
minutes of clinical staff pre-service
times to these codes. Commenters
requested that we accept RUC
recommendations for 42 minutes of
clinical staff time in the pre-service
period for all these codes because
facility-based surgical procedures
require significant pre-service clinical
staff work.

Response: We thank the commenters
for pointing out our inadvertent error
regarding the pre-service time in the
original CPEP data for seven of the
above ophthalmology codes. Although
we are not convinced that each of the
codes would have as much as 42
minutes of pre-service clinical staff
time, we will use this as an interim
value for pre-service time. We
understand that the PEAC and RUC are
planning to develop standardized
approaches to assign the pre- and post-
surgical clinical staff times, as well as
coordination of care times, across wide
ranges of codes for the different global
periods. These pre-service times can
then be revisited in light of future
recommendations.

Comment: Several ophthalmic
societies opposed our decision to
decrease the post-service clinical staff
time approved by the PEAC/RUC for
ophthalmic surgical procedures. The
commenter representing three
ophthalmic sub-specialties also stated
that we did not consider the consensus
agreement to replace the Ophthalmic
Medical Personnel (OMP) staff type
with the Certified Ophthalmic



65392 Federal Register/Vol. 65,

No. 212/ Wednesday, November 1, 2000/Rules and Regulations

Technician (COMT) staff type for
ophthalmic procedures. Another
specialty society believed we should
have collapsed the two staff types into
the OMP staff type, because this was
agreed upon at the 1997 validation
panels.

Response: At the time that the
November 1999 final rule was
developed, we had received a comment
from the specialty society that had
presented these codes to the PEAC. This
comment described the building-block
approach that was used to arrive at the
post-service clinical times.
Unfortunately, there was a
miscommunication regarding the
specific building blocks that were used
to arrive at the total times, and our total
times were different from those of the
RUC. We have since received a
clarification from the specialty society,
and we are restoring the clinical post-
service times to their recommended
values.

There appears not be a consensus
among the ophthalmic specialty
societies regarding which staff type to
use for ophthalmology codes. In
addition, we have not used any of the
decisions from the 1997 validation
panels in refining the practice expense
inputs, but have accepted the RUC
recommendations for the use of the
OMP staff types for the codes that have
been refined to date. We have not
received from the RUC any
recommendation regarding a global
change in the staff type for
ophthalmology services, but would
certainly consider any future
recommendation from the RUC on this
issue.

CPT Code 85060 Blood Smear,
Peripheral, Interpretation by Physician
With Written Report and CPT Code
85097 Bone Marrow; Smear
Interpretation Only, With or Without
Differential Cell Count

In the November 1999 rule (64 FR
59397), we stated that these were
professional services and, if any practice
expenses were incurred, they could be
reported using other applicable codes.
Therefore, we removed all practice
expense inputs for these two codes.

Comment: Two specialty societies and
the RUC requested that we use the
recommendations of the RUC to
establish a TC for CPT Code 85060, even
though we would not use the RVUs for
payment purposes, because other payers
are increasingly using our RVUs to
establish fees. The commenters also
stated that the interpretation of blood
smears can require additional slides and
services. Commenters did not agree that
the activity associated with the

technical portion of CPT Code 85097 is
included in payment for other services
when this service is performed outside
a hospital, as is increasingly occurring.
They indicated that creation of a TC
component for CPT Code 85097, using
the RUC recommendations, would allow
the laboratory that receives the
specimen to bill for the technical costs
in preparing the slide for examination
by the physician, and recommended
this TC component be paid under the
physician fee schedule.

Response: We do not want, at this
time, to create a TC for a code that we
do not cover, such as CPT Code 85060.
However, as mentioned elsewhere in
this final rule, we are further
considering the issue of valuing non-
covered services. We will publish
practice expense RVUs for CPT Code
85097, so that it can be paid when
furnished in a nonfacility setting. We
will use the RUC recommended inputs
to calculate the practice expense RVUs.

CPT 88104 Cytopathology, Fluids,
Washings or Brushings, Except Cervical
or Vaginal; Smears With Interpretation

Comment: Several commenters
pointed out that, while we accepted the
RUC recommendation that included
filter paper in the list of supplies for this
code, this was not reflected in the CPEP
database.

Response: This item was omitted
inadvertently from the CPEP database
and will now be included.

In the November 1999 final rule, we
deferred action on the RUC
recommendations for a few groups of
CPT codes on which we had significant
questions. In the July 2000 proposed
rule (65 FR 44185), we proposed to
accept two groups of CPT codes of the
RUC recommendations with the
revisions noted below, while the RUC
recommendation discussed below for
the antigen service has not been
previously addressed.

Prostate Procedures

CPT 52647 Non-Contact Laser
Coagulation of Prostate, Including
Control of Postoperative Bleeding,
Complete (Vasectomy, Meatotomy,
Cystourethroscopy, Urethral Calibration
and/or Dilation, and Internal
Urethrotomy Are Included)

CPT 53850 Transurethral Destruction
of Prostate Tissue; by Microwave
Thermotherapy

CPT 53852 Transurethral Destruction
of Prostate Tissue; by Radiofrequency
Thermotherapy

We discussed the inputs for these
codes at length with the relevant
specialty society, and arrived at a

consensus on the staff, supplies, and
equipment that were needed for these
services.

Comment: The American Urological
Association (AUA) applauded us for our
proposal to accept the RUC
recommendations for the three heat
therapy prostate procedures and agreed
that all inputs are now included in the
CPEP data for these services. One
manufacturer recommended that we
adopt our proposal for CPT code 53850
in this final rule. Three individual
urologists and a manufacturer
commented that we should add
equipment, such as an autoclave, rigid
cystoscope, video system or ultrasound
equipment to the equipment inputs for
CPT Code 53852. The manufacturer also
stated the prices in the CPEP database
for the generator system and the hand
piece are now outdated, and included
the suggested current prices. Two of
these commenters also included a list of
supplies, most of which are already in
the CPEP inputs for this code.

Response: Beca