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Medicare Program; Changes to the
Hospital Outpatient Prospective
Payment System and Calendar Year
2003 Payment Rates; and Changes to
Payment Suspension for Unfiled Cost
Reports

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

ACTION: Proposed rule.

SUMMARY: This proposed rule would
revise the Medicare hospital outpatient
prospective payment system to
implement applicable statutory
requirements and changes arising from
our continuing experience with this
system. In addition, it would describe
proposed changes to the amounts and
factors used to determine the payment
rates for Medicare hospital outpatient
services paid under the prospective
payment system. These changes would
be applicable to services furnished on or
after January 1, 2003. In addition, this
rule proposes to allow the Secretary to
suspend Medicare payments “in whole
or in part” if a provider fails to file a
timely and acceptable cost report.

DATES: We will consider comments if
we receive them at the appropriate
address, as provided below, no later
than 5 p.m. on October 8, 2002.

ADDRESSES: In commenting, please refer
to file code CMS-1206-P. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission. Mail written comments
(one original and two copies) to the
following address ONLY: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS-1206-P, P.O.
Box 8018, Baltimore, MD 21244-8018.

Please allow sufficient time for mailed
comments to be timely received in the
event of delivery delays.

If you prefer, you may deliver (by
hand or courier) your written comments
(one original and two copies) to one of
the following addresses:

Room 445-G, Hubert H. Humphrey
Building, 200 Independence Avenue,
SW., Washington, DC 20201, or

Room C5-14-03, 7500 Security
Boulevard, Baltimore, MD 21244—
1850.

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

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
could be considered late.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:
Anita Heygster, (410) 786—0378—
outpatient prospective payment issues;
Lana Price, (410) 786—4533—partial
hospitalization and ESRD; Gerald
Walters, (410) 786—2070—payment
suspension issues.

SUPPLEMENTARY INFORMATION:

Inspection of Public Comments:
Comments received timely will be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, Maryland 21244, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
call (410) 786-7197.

Availability of Copies and Electronic
Access

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 or
Master Card number and expiration
date. Credit card orders can also be
placed by calling the order desk at (202)
512-1800 (or toll-free at 1-888—-293—
6498) or by faxing to (202) 512—2250.
The cost for each copy is $9. 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.

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 web site address is: http://
www.access.gpo.gov/nara/index.html.

To assist readers in referencing
sections contained in this document, we
are providing the following table of
contents.
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ACEP American College of Emergency
Physicians

AMA American Medical Association

APC Ambulatory payment classification

AWP Average wholesale price

BBA Balanced Budget Act of 1997

BIPA Medicare, Medicaid, and SCHIP
Benefits Improvement and Protection
Act of 2000

BBRA Balanced Budget Refinement Act of
1999

CCR Cost center specific cost-to-charge ratio

CMHC Community mental health center

CMS Centers for Medicare & Medicaid

Services (Formerly known as the Health

Care Financing Administration)

(Physician’s) Current Procedural
Terminology, Fourth Edition, 2002,
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copyrighted by the American Medical
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CSW Clinical social worker

CY Calendar year

DRG Diagnosis-related group
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Hospital

E/M Evaluation and management

ERCP Endoscopic retrograde
cholangiopancreatography

ESRD End-stage renal disease
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FY Federal fiscal year

HCPCS Healthcare Common Procedure
Coding System

HIPAA Health Insurance Portability and
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OMB Office of Management and Budget
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OPPS (Hospital) outpatient prospective
payment system
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PPS Prospective payment system
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PRA Paperwork Reduction Act

RFA Regulatory Flexibility Act

RRC Rural Referral Center

RVUs Relative value units

SCH Sole Community Hospital

TEFRA Tax Equity and Fiscal
Responsibility Act

USPDI United States Pharmacopoeia Drug
Information

Comparison of Proposed 2003 Payment
Rates to 2002 Payment Rates

The outpatient pass-through
provisions of the BBRA and BIPA have
been exceptionally difficult to
implement, arguably the most complex
and difficult in the history of the
Medicare program. In CY 2002, the pass-
through payments, and the APC rates
were calculated on the best information
available. This was often manufacturer
list prices, which may not reflect not
actual prices paid by hospitals. For CY
2003, far more data is available on the
actual charges for hospital OPDs, and
these are reflected in the rates in this
proposed rule. In many cases these new
rates are significantly different from CY
2003 rates, but they are based on actual
hospital charges, and on far more
complete data than were the CY 2002
rates. Nevertheless, CMS is actively
seeking comment on all aspects of these

rates, given the significant changes in
the proposed rule, and the agency is
open to making changes, perhaps
significant, in the final rule based on
comments.

The 2003 payment rates proposed in
this proposed rule are, for many items
and services, significantly higher or
lower than the payment rates for the
same items and services for 2002,
particularly for APCs which use medical
devices, and for APCs for drugs that will
no longer be eligible for pass-through
status in 2003 and paid under separate
APCs. Some proposed payments for
2003 are far lower than the 2002
payment amounts (and some are
higher).

For example, as can be seen in
Addenda A, the proposed rate for APC
0108 (Insertion/Replacement/Repair of
Cardioverter-Defibrilator Leads) shows a
dramatic decrease in payment compared
to the 2002 rate. This reduction for a
number of APCs is of concern to us
because of the potential impact on
access to care. We invite public
comment and suggestions on how to
address the potential for adverse impact
of these proposed changes.

The proposed 2003 payment rates
reflect the use of updated data, as
required by the statute, in calculating
payment rates in accordance with the
methodologies set forth in the statute
and regulations. The proposed payment
rates reflect mathematical calculations
based on the latest available program
data.

Our goal in this proposed rule is to
explain the methodology and to solicit
comments on our rate-setting methods
and the effect on beneficiary access,
provider participation and the fiscal
integrity of the Medicare Trust Fund.

Devices

We believe that there are several
factors that may explain the differences
between the proposed payment amounts
for 2003 and the payment amounts for
2002 (some, but not all of which, are
significant).

First, we believe that the payment
rates for the device related procedures
for 2002 may in some cases have been
higher than they would have been had
actual hospital acquisition cost data
been available for us to use.
Specifically, because we lacked
hospitals’ cost data for devices, we used
the best data available to us at the time
which was manufacturer data regarding
the hospitals’ acquisition costs in
providing the devices. We assumed that
a device would be provided with a
related procedure and packaged 75
percent of these manufacturer estimated
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costs for the devices into the APCs for
the procedures.

The costs that we packaged in for
some devices may have been higher
than actual hospital acquisition costs.
The differences between the 2002
payment rate and the lower 2003
proposed payments are based on our
data sources. While the 2003 rates are
based on 2001 hospital claims and the
latest available cost report data, the
2002 rates are based on manufacturer
data for devices. We use charges on the
hospital claims data to estimate hospital
costs. We apply hospital-specific,
department-specific cost-to-charge ratios
(CCRs) from each provider’s most
recently submitted cost report to the
charges to develop the estimate of costs.
In most cases, the provider’s most
recently submitted cost report is from
fiscal year 1999. An adjustment factor is
applied in developing CCRs for cost
reports that have not yet been settled, so
that the CCRs will more closely reflect
CCRs from a settled cost report.

Second, there may be problems in the
data, particularly for coding of devices
in 2001. As discussed later in this
preamble, devices were to be coded
using device specific C codes from the
start of the OPPS on August 1, 2000
until the law changes required that we
establish category codes by April 1,
2001. We then granted a grace period
until July 1, 2001, during which we
accepted both device specific codes and
category codes. During a Town Hall
meeting with the public on April 5,
2001, and in other contacts with
hospitals (such as the open forum calls
and visits to hospitals) we have been
told that hospitals had difficulty in
submitting proper HCPCS coding for
services and for devices once OPPS
began and that, in many cases, they did
not bill for devices for which they
should have claimed payment.

In some cases, hospitals were
confused by the change from device
specific codes to category codes; in
other cases, the use of HCPCS codes was
new and they had a long learning curve
to learn how to use HCPCS codes. Our
initial data analysis suggested that
hospitals may not have billed for the
devices using the device or category
codes in all cases. If the charges were
not on the claim, they would not have
been picked up for calculation of the
median cost for the service and the
associated device, possibly resulting in
a proposed payment rate for the APC
that is inappropriately low and other
rates that are inappropriately too high.
However, based on our analysis which
is described later, we believe that
hospitals often showed the charges for
the devices in the applicable revenue

centers (such as, supplies) and that the
charges for the devices often were on
the claim, even if the HCPCS code was
not.

We welcome public comments
regarding these issues for these payment
changes and proposals regarding how
problems with claims data could be
rectified for development of the final
rule.

Drugs

As discussed later in this preamble,
we propose to package the costs for
lower cost drugs into the payment for
the APC in which they are used and to
pay specialty drugs and high cost drugs
under separate APCs. Some of the APCs
for separately paid drugs also show
significant reductions in payments
compared to the pass-through payments
made in 2002. Several factors may help
place these decreases in perspective.

These changes result largely because
the payment method for items in
transitional pass-through payment
status differs significantly from other
services paid under the OPPS, and as
items lose transitional pass-through
payment status they are subject to a
different payment method. In particular,
a drug in transitional pass-through
payment status is paid based on 95
percent of the average wholesale price
for the drug, possibly subject to a
uniform reduction.?

In contrast, a drug not in transitional
pass-through status is paid as are other
services under the OPPS. The statute
provides that services (other than
transitional pass-through items) be paid
on the basis of a service-specific relative
weight multiplied by a conversion
factor. The relative weight is determined
based on the median hospital cost,
where the cost on each claim is derived
by multiplying the submitting hospital’s
charge by a cost-to-charge ratio
(determined from the hospital’s latest
submitted cost report, usually from
fiscal year 1999). We anticipate that a
hospital’s charges on particular services
reflect, at least in relative terms, the
hospital’s resource use in providing that
service.

Per the statute, the conversion factor
was set at the initiation of the system to
achieve budget neutrality relative to the
prior system,; it is updated each year by

1In 2002, we apply a uniform reduction to the
transitional pass-through portion of payments for
drugs with transitional pass-through status. As a
result, the OPPS now pays hospitals about 72
percent of AWP for drugs in this status. The
uniform reduction, as discussed in the March 1,
2002 final rule, is to comply with section
1833(t)(6)(E) of the Act, which limits the total
projected amount of transitional pass-through
payments for 2002 to 2.5 percent of projected total
payments under the OPPS in 2002.

the rate of increase in the hospital
market basket. This mechanism does
reflect changes in input costs from the
initial base, but the system is not
rebased to reflect the absolute level of
such costs.

This payment method was not
intended to assure that hospitals, even
on average, are reimbursed costs of
particular services. In fact, because the
conversion factor was calibrated to
reflect prior reductions in hospital
operating and capital costs that were
built into the baseline for overall
program expenditures, the OPPS is not
set to pay full costs to hospitals.2

Further, nothing in the payment
method prescribed by the statute
requires or anticipates that hospitals
would be reimbursed full costs of
purchased inputs such as drugs, just as
it does not anticipate that hospitals
would be reimbursed for the full cost of
any other services they deliver.

The payment methods are set out in
section 1833(t) of the Act. This section
does not permit continuation of a pass-
through payment (at 95 percent of AWP
or some other level) for drugs losing
their transitional pass-through status.
This section permits the Secretary to
specify APC groupings, and we are
proposing in 2003 to continue to pay
separately for certain drugs that had
transitional pass-through status in 2002
and that are no longer eligible for pass-
through status in 2003. These drugs
would be in separate APCs, rather than
being packaged into other, procedure-
related APCs; the payment method
would be the same relative-weight
payment method used for other APCs.

The resulting payment rates
incorporate the best evidence we have
regarding what hospitals charged in
2001. They may diverge, however, from
payment rates based on the AWP,
including those in use for 2002. As is
discussed above, movement from pass-
through payment rates to relative-weight
based payment rates would be expected
to lead to decreases in payments, even
if AWP represented a reliable measure
of hospital acquisition costs (As
discussed above, we use hospital
charges and hospital-specific,
department-specific cost-to-charge ratios
to estimate hospital costs. In most cases,
cost-to-charge ratios are derived from
1999 cost reports).

However, we believe this outcome is
also be due to deficiencies in AWP as
a measure of hospital acquisition costs.
AWP is not an accurate estimate of what

2In fact, because of the effect of prior statutory
reductions in payments, the OPPS system was
calibrated at its initiation to pay only about 82
percent of hospital costs in the aggregate.
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providers actually pay for drugs. Studies
undertaken over the past decade by the
Office of the Inspector General, the
Department of Justice, and the General
Accounting Office that compare AWP
with actual drug acquisition costs have
consistently shown that published
AWPs considerably exceed these costs
(See “MEDICARE Payments for Covered
Outpatient Drugs Exceed Providers’
Costs”’, GAO-01-1118). Therefore, it is
to be expected that the proposed 2003
APC payment rates based on median
hospital costs for these drugs will be
lower than the 2002 payment rates for
the same drugs that are based on AWP.
The Administration has repeatedly
stated its view that AWP inaccurately
represents actual market pricing. The
pass-through system pays based on
AWP, creating further incentives for
artificially high AWP listings. We
believe the steep reductions in some
drug prices reflect these incentives, and
that the new rates more accurately
reflect the actual acquisition costs for
hospitals pay. Still, we are interested in
soliciting comments on these costs, and
the mechanisms to identify them.

I. Background

A. Authority for the Outpatient
Prospective Payment System

When the Medicare statute was
originally enacted, Medicare payment
for hospital outpatient services was
based on hospital-specific costs. In an
effort to ensure that Medicare and its
beneficiaries pay appropriately for
services and to encourage more efficient
delivery of care, the Congress mandated
replacement of the cost-based payment
methodology with a prospective
payment system (PPS). The Balanced
Budget Act of 1997 (BBA) (Pub. L. 105—
33), enacted on August 5, 1997, added
section 1833(t) to the Social Security
Act (the Act) authorizing
implementation of a PPS for hospital
outpatient services. The Balanced
Budget Refinement Act of 1999 (BBRA)
(Pub. L. 106-113), enacted on November
29, 1999, made major changes that
affected the hospital outpatient PPS
(OPPS). The Medicare, Medicaid, and
SCHIP Benefits Improvement and
Protection Act of 2000 (BIPA) (Pub. L.
106-554), enacted on December 21,
2000, made further changes in the
OPPS. The OPPS was first implemented
for services furnished on or after August
1, 2000.

B. Summary of Rulemaking for the
Outpatient Prospective System

* On September 8, 1998, we
published a proposed rule (63 FR
47552) to establish in regulations a PPS

for hospital outpatient services, to
eliminate the formula-driven
overpayment for certain hospital
outpatient services, and to extend
reductions in payment for costs of
hospital outpatient services. On June 30,
1999, we published a correction notice
(64 FR 35258) to correct a number of
technical and typographic errors in the
September 1998 proposed rule
including the proposed amounts and
factors used to determine the payment
rates.

e On April 7, 2000, we published a
final rule with comment period (65 FR
18434) that addressed the provisions of
the PPS for hospital outpatient services
scheduled to be effective for services
furnished on or after July 1, 2000. Under
this system, Medicare payment for
hospital outpatient services included in
the PPS is made at a predetermined,
specific rate. These outpatient services
are classified according to a list of
ambulatory payment classifications
(APGCs). The April 7, 2000 final rule
with comment period also established
requirements for provider departments
and provider-based entities and
prohibited Medicare payment for
nonphysician services furnished to a
hospital outpatient by a provider or
supplier other than a hospital unless the
services are furnished under
arrangement. In addition, this rule
extended reductions in payment for
costs of hospital outpatient services as
required by the BBA and amended by
the BBRA. Medicare regulations
governing the hospital OPPS are set
forth at 42 CFR part 419.

* On June 30, 2000, we published a
notice (65 FR 40535) announcing a
delay in implementation of the OPPS
from July 1, 2000 to August 1, 2000. We
implemented the OPPS on August 1,
2000.

* On August 3, 2000, we published
an interim final rule with comment
period (65 FR 47670) that modified
criteria that we use to determine which
medical devices are eligible for
transitional pass-through payments. The
August 3, 2000 rule also corrected and
clarified certain provider-based
provisions included in the April 7, 2000
rule.

¢ On November 13, 2000, we
published an interim final rule with
comment period (65 FR 67798). This
rule provided for the annual update to
the amounts and factors for OPPS
payment rates effective for services
furnished on or after January 1, 2001.
We implemented the 2001 OPPS on
January 1, 2001. We also responded to
public comments on those portions of
the April 7, 2000 final rule that
implemented related provisions of the

BBRA and public comments on the
August 3, 2000 rule.

* On November 2, 2001, we
published a final rule (66 FR 55857) that
announced the Medicare OPPS
conversion factor for calendar year
2002. In addition, it described the
Secretary’s estimate of the total amount
of the transitional pass-through
payments for CY 2002 and the
implementation of a uniform reduction
in each of the pass-through payments
for that year.

* On November 2, 2001, we also
published an interim final rule with
comment period (66 FR 55850) that set
forth the criteria the Secretary will use
to establish new categories of medical
devices eligible for transitional pass-
through payments under Medicare’s
OPPS.

* On November 30, 2001, we
published a final rule (66 FR 59856) that
revised the Medicare OPPS to
implement applicable statutory
requirements, including relevant
provisions of BIPA, and changes
resulting from continuing experience
with this system. It addition, it
described the CY 2002 payment rates for
Medicare hospital outpatient services
paid under the PPS. This final rule also
announced a uniform reduction of 68.9
percent to be applied to each of the
transitional pass-through payments for
certain categories of medical devices
and drugs and biologicals.

* On December 31, 2001, we
published a final rule (66 FR 67494) that
delayed, until no later than April 1,
2002, the effective date of CY 2002
payment rates and the uniform
reduction of transitional pass-through
payments that were announced in the
November 30, 2001 final rule. In
addition, this final rule indefinitely
delayed certain related regulatory
provisions.

* On March 1, 2002, we published a
final rule (67 FR 9556) that corrected
technical errors that affected the
amounts and factors used to determine
the payment rates for services paid
under the Medicare OPPS and corrected
the uniform reduction to be applied to
transitional pass-through payments for
CY 2002 as published in the November
30, 2001 final rule. These corrections
and the regulatory provisions that had
been delayed became effective on April
1, 2002.

C. Authority for Payment Suspensions
for Unfiled Cost Reports

Authority for the provision regarding
payment suspensions for unfiled cost
reports is contained within the authority
for subpart C of 42 CFR Part 405, that
is, sections 1102, 1815, 1833, 1842,
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1866, 1870, 1871, 1879, and 1892 of the
Social Security Act (42 U.S.C. 1302,
1395g, 13951, 1395u, 1395cc, 1395gg,
1395hh, 1395pp, and 1395ccc) and 31
U.S.C. 3711.

D. Summary of Payment Suspensions
for Unfiled Cost Reports

This provision is set forth in our
existing regulations at 42 CFR 405.371
as follows:

Section 405.371 (a) provides that
Medicare payments may be suspended,
in whole or in part, following
overpayments determined by the
Medicare contractor when overpayment
exists or when the payments to be made
may not be correct.

Section 405.371(b) provides, in
relevant part, that a payment suspension
may proceed only after certain
procedural requirements contained at
§405.372 are met.

Existing § 405.371(c) provides for
suspension of payment if a provider has
failed to timely file an acceptable cost
report. Payment to the provider is
immediately suspended until a cost
report is filed and determined by the
intermediary to be acceptable.

With the increased transition to the
prospective payment systems, the cost
report settlement process has become
less determinative of an institutional
provider’s Medicare reimbursement. For
instance, in the case of an inpatient
acute care hospital, the base DRG
payment (as opposed to any teaching or
disproportionate share payments, or
pass-through payments) is determined
when a claim is initially adjudicated,
and does not generally change at the
time of cost report settlement. Similarly,
the APC payment for an outpatient
service is also based on the claim
adjudication. For home health agencies,
minimal changes to payment are made
at the time of cost report settlement, and
for skilled nursing facilities, the main
cost report issues revolve around bad
debt determinations. In all of these
cases, a significant proportion of the
institution’s payments are determined
based on the adjudication of claims, and
do not change at the point of settling the
cost report. However, the filing of cost
reports remains important for settling
some payments, such as medical
education payments, even for providers
that are fully transitioned to prospective
payment systems. Also, cost reports for
PPS providers are used for determining
prospective payment rates for future
years. For these reasons, tailored
payment suspensions can still be an
effective measure for ensuring that
providers comply with their obligation
to file timely and acceptable cost
reports.

II. Proposed Changes to the Ambulatory
Payment Classification (APC) Groups
and Relative Weights

Under the OPPS, we pay for hospital
outpatient services on a rate-per-service
basis that varies according to the APC
group to which the service is assigned.
Each APC weight represents the median
hospital cost of the services included in
that APC relative to the median hospital
cost of the services included in APC
601, Mid-Level Clinic Visits. The APC
weights are scaled to APC 601 because
a mid-level clinic visit is one of the
most frequently performed services in
the outpatient setting.

Section 1833(t)(9)(A) of the Act
requires the Secretary to review the
components of the OPPS not less often
than annually and to revise the groups
and related payment adjustment factors
to take into account changes in medical
practice, changes in technology, and the
addition of new services, new cost data,
and other relevant information. Section
1833(t)(9)(A) of the Act requires the
Secretary, beginning in 2001, to consult
with an outside panel of experts when
annually reviewing and updating the
APC groups and the relative payment
weights.

Finally, section 1833(t)(2) of the Act
provides that, subject to certain
exceptions, the items and services
within an APC group cannot be
considered comparable with respect to
the use of resources if the highest
median or mean cost item or service in
the group is more than 2 times greater
than the lowest median or mean cost
item or service within the same group
(referred to as the ““2 times rule”).

We use the median cost of the item or
service in implementing this provision.
The statute authorizes the Secretary to
make exceptions to the 2 times rule “in
unusual cases, such as low volume
items and services.”

The APC groups that we are
proposing in this rule as the basis for
payment in 2003 under the OPPS have
been analyzed within this statutory
framework.

A. Recommendations of the Advisory
Panel on APC Groups

1. Establishment of the Advisory Panel

Section 1833(t)(9)(A) of the Act,
requires that we consult with an outside
panel of experts when annually
reviewing and updating the APC groups
and the relative weights. The Act
specifies that the panel will act in an
advisory capacity. The expert panel,
which is to be composed of
representatives of providers, is to review
and advise us about the clinical
integrity of the APC groups and their

weights. The panel is not restricted to
using our data and may use data
collected or developed by organizations
outside the Department in conducting
its review.

On November 21, 2000, the Secretary
signed the charter establishing an
“Advisory Panel on APC Groups” (the
Panel). The Panel is technical in nature
and is governed by the provisions of the
Federal Advisory Committee Act
(FACA) as amended (Pub. L. 92—463).
To establish the Panel, we solicited
members in a notice published in the
Federal Register on December 5, 2000
(65 FR 75943). We received applications
from more than 115 individuals
nominating either themselves or a
colleague. After carefully reviewing the
applications, we chose 15 highly
qualified individuals to serve on the
Panel. The first APC Panel meeting was
held on February 27, February 28, and
March 1, 2001 to discuss the 2001 APCs
in anticipation of the 2002 OPPS.

We published a notice in the Federal
Register on December 14, 2001 to
announce the location and time of the
second Panel meeting, a list of agenda
items, and that the meeting was open to
the public. We also provided additional
information through a press release and
on our website. We convened the
second meeting of the Panel on January
22 through January 24, 2002.

2. General Issues Considered by the
Advisory Panel

In this section, we summarize the
Panel’s discussion of a recommendation
by the Panel’s Research Subcommittee
concerning the format of written
submissions and oral presentations to
the Panel and of several general OPPS
payment issues.

Content for Future Presentations to the
Panel

During the 2001 meeting, the Panel
heard many different types of oral
presentations. The Panel members felt
that requiring consistency for all
presentations with regard to format, data
submission, and general information
would assist them in analyzing the
submissions and presentations and
making recommendations. Therefore,
during the 2001 meeting, the Panel
recommended the creation of a Research
Subcommittee. The Research
Subcommittee was established during
the 2001 meeting and had regular
conference calls to discuss the
development and implementation of
standards for written submissions and
oral presentations to the Panel during its
meetings. The Research Subcommittee
also analyzed complex issues (such as
the use of multiple procedure claims
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data to set APC relative weights) that
could not be addressed in the time
allotted for the annual meeting.

The Panel began its 2002 meeting by
considering the Research
Subcommittee’s recommendation to the
Panel on requirements for written
submissions and oral presentations. The
Research Subcommittee recommended
that all future oral presentations and
written submissions contain the
following:

* Name, address, and telephone
number of the proposed presenter.

 Financial relationship(s), if any,
with any company whose products,
services, or procedures are under
consideration.

* CPT codes involved.

* APC(s) affected.

* Description of the issue.

 Clinical description of the service
under discussion, with comparison to
other services within the APC.

* Description of the resource inputs
associated with the service under
discussion, with a comparison to
resource inputs for other services within
the APC.

* Recommendations and rationale for
change.

» Expected outcome of change and
potential consequences of no change.

The Panel adopted the Subcommittee
s recommendation. Presentations for the
2003 meeting must contain, at a
minimum, this information.

Inpatient Only List

At its February 2001 meeting, the
Panel discussed the existence of the
inpatient list. The Panel favored its
elimination. At the January 2002
meeting, Panel members noted that
hospitals receive no payment for a
service performed in an outpatient
department that appears on the
inpatient list, even though the physician
performing that service will receive
payment for his or her services. The
Panel believes the physician should
determine what procedure to perform
and that both the hospital and the
physician should receive payment for
the procedure. We continue to disagree
with the position taken by the Panel
regarding the inpatient list for reasons
that we discuss in detail in the April 7,
2000 final rule (65 FR 18456).

Prior to the 2002 Panel meeting, we
received requests from hospital and
surgical associations and societies to
remove certain procedures from the
inpatient list. We reviewed those
requests and presented to the Panel the
requests for which we were unable to
make a determination based on the
information submitted with the request.

The Panel considered removing the
following procedures from the inpatient
list:

CPT Description
21390 Treat eye socket fracture.
27216 Treat pelvic ring fracture.
27235 Treat thigh fracture.
32201 Drain, percut, lung lesion.
33967 Insert ia percut device.
47490 Incision of gallbladder.
62351 Implant spinal canal cath.
64820 Remove sympathetic nerves.
92986 Revision of aortic valve.
92987 Revision of mitral valve.
92990 Revision of pulmonary valve.
92997 Pul art balloon repr, precut.
92998 Pul art balloon repr, precut.

The Panel recommended that we
solicit comments and additional
information from hospitals and medical
specialty societies that have an interest
in these procedures. The Panel also
recommended that we present to them
at their 2003 meeting any such
comments that we receive to assist in
their evaluation of whether to
recommend removing the codes from
the inpatient list.

The Panel did recommend that we
remove from the inpatient list CPT code
47001, Biopsy of liver, needle; when
done for indicated purpose at time of
other major procedure. Panel members
stated that this add-on code is being
billed with surgical procedures that are
payable under the OPPS. The Panel
noted that coding edits prevent payment
for the other payable OPPS services if
CPT code 47001 is on the claim. We
agree with the Panel’s recommendation
and we propose to remove 47001 from
the inpatient list. We further propose to
assign it status indicator “N”’ so that
costs associated with CPT code 47001
would be packaged into the APC
payment for the primary procedure
performed during the same operative
session.

One presenter at the Panel meeting
suggested removing CPT codes 53448,
54411, and 54417 from the inpatient list
because he believed they were being
performed in the outpatient setting.
After discussing this suggestion, the
Panel recommended that these codes
remain on the inpatient list because
they involve removing a prosthesis
through an infected operative field and
cannot be safely and effectively
performed in the outpatient setting. We
agree with the Panel’s recommendation,
and we are not proposing to remove
these codes from the inpatient list.

In section IL.B.5 of this preamble,
below, we discuss additional
procedures, which were not considered
by the Panel, that we propose to remove

from the inpatient list. We discuss in
detail our reasons for proposing these
additional changes, and we propose two
new criteria that we would adopt in the
future when evaluating whether to make
a procedure on the inpatient list payable
under the OPPS. Table 6 in section
IL.B.5 lists all the procedures we
propose to remove from the inpatient
list, including those discussed by the
Panel. We are considering the removal
of CPT code 33967, Insertion of intra-
aortic balloon assist device,
percutaneous from the inpatient list, but
did not include it in Table 6. The Panel
considered this code for removal from
the inpatient list and had concerns
about whether performing this
procedure in an outpatient setting is
appropriate. Further, we have not been
able to confirm that this procedure is
being performed on Medicare
beneficiaries in an outpatient setting.
We solicit comments, including clinical
data and specific case reports, that
would support payment for CPT 33967
under the OPPS.

Multiple Bills

During its February 2001 meeting, the
Panel received oral testimony
identifying CMS exclusive use of single
procedure claims to set relative weights
for APCs as a potential problem in
setting appropriate payment rates for
APCs. Therefore, the panel asked its
Research Subcommittee to work with
CMS staff, using the Endoscopic
Retrograde Cholangiopancreatography
(ERCP) code family as a case study, to
explore the use of multiple procedure
claims data for setting relative weights.
This code family was selected because
presenters had suggested that when
procedures in this family are performed,
it is typical to perform more than one
procedure during a session.

The Subcommittee reviewed pre-
OPPS claims data for these codes,
paying particular attention to common
code combinations and costs per
procedure and per code combination.
After lengthy review, the Panel
concluded that (1) it could not
determine whether findings based on
review of pre-OPPS data could be
extrapolated to post-OPPS claims data;
(2) the variability in allocation of costs
across ERCP line items and the
existence of claims where the same
ERCP code was billed more than once
indicate that problems exist with the
accuracy of facility coding for these
procedures; and (3) analysis of multiple
claims data for ERCP may not be
applicable to other sets of services.

The Subcommittee made the
following recommendations to the
Panel, which the Panel approved:
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* We should continue to explore the
use of multiple procedure claims data
for setting payment rates but should
continue to use only single procedure
claims data to determine relative
payment weights for CY 2003.

* We should work with the APC
Panel to explore the use of multiple
claims data drawn from OPPS claims for
services such as radiation oncology in
time for the next APC Panel meeting.

* We should educate hospitals on
appropriate coding and billing practices
to ensure that claims with multiple
procedures are properly coded and that
costs are properly allocated to each
procedure.

One presenter to the panel suggested
a method to increase the number of
claims that could be considered as
single claims. Currently, we consider
any claim submitted with two or more
primary codes (that is, a code assigned
to an APC for separate payment) to be
a multiple procedure claim. When these
claims contain line items for revenue
centers without an accompanying
Healthcare Common Procedure Coding
System (HCPCS) code there is no way to
determine the appropriate primary code
with which to package the revenue
center. The presenter suggested that we
consider all claims where every line
contains a separately payable HCPCS
code as a single procedure claim,
reasoning that on such claims we do not
have to determine how and where to
“package” line items not identified by a
separately payable HCPCS code. Where
every line item contains a separately
payable HCPCS code, every cost can
easily be allocated to a separately
payable HCPCS code on the line item
and all costs for each HCPCS code can
then be accurately and completely
determined.

We agree. We describe in section
I1.B.4 how we determined the number of
single claims used to set the APC
relative weights proposed for 2003 using
this methodology. We ask for comments
on our methodology.

Packaging

We sought the Panel’s guidance on
whether we should package the costs of
HCPCS codes for radiologic guidance
and radiologic supervision and
interpretation services whose
descriptors require that they only be
performed in conjunction with a
surgical procedure.

There are a number of reasons why
we package the costs of certain
procedures. For example, “add-on”
procedures and radiologic guidance
procedures should never be billed on a
claim without the code for an associated
procedure. A facility should not submit

a claim for ultrasound guidance for a
biopsy unless the claim also includes
the biopsy procedure, because the
guidance is necessary only when a
biopsy is performed. A claim for a
packaged guidance procedure (or a
supervision and interpretation
procedure whose descriptor requires it
be performed in association with a
surgical procedure) would be returned
to the provider for correction and
resubmission.

Also, we use packaging because
billing conventions allow hospitals to
report costs for certain services using
only revenue center codes (that is,
hospitals are not required to specify
HCPCS codes for certain services).
Packaging allows these costs to be
captured in the data used to calculate
median costs for services with an APC.

Several presenters to the panel
requested that we not package any
radiologic guidance or supervision and
interpretation codes. They believe that
hospitals will not use codes for which
they do not receive a separate payment.
If that were the case, it would be
difficult to track utilization for these
procedures and make it difficult for
radiology departments to receive an
appropriate payment for their services.
A few presenters also pointed out that
various forms of guidance with widely
varying costs can be used for a single
surgical procedure. Therefore, we might
unintentionally create an incentive for
inappropriate care by packaging several
guidance procedures with varying costs
into a single surgical code. Additionally,
a manufacturer of ultrasound guidance
equipment used for placement of
radiation fields commented that,
because guidance is rarely used for this
purpose, its costs could not be
adequately captured by packaging it into
a common procedure where the vast
majority of claims did not use guidance.

The Panel concluded that, even
though we could be setting relative
weights based on error claims, we
should not package additional
radiologic guidance and supervision
and interpretation procedures and
should continue to explore
methodologies that would allow these
procedures to be recognized for separate
payment. The Panel also recommended
that radiology guidance codes that were
in APC 268 for CY 2001 but that were
designated with status indicator “N” as
packaged services in 2002, be restored
as separately payable services for CY
2003. The Panel requested that this
topic be placed on the agenda for the
next Panel meeting.

Add-On Codes

We presented for the Panel’s
consideration several options for
payment of add-on codes, including
assignment of status indicator “N” to
package them into the payment for the
base procedure. Add-on codes described
additional procedures performed by the
same physician that are associated with
the primary procedure, and which
cannot be billed without the primary
procedure. Such a methodology would
create a single, weight averaged
payment for the parent procedure and
the add-on procedure while addressing
the problem that any “single”” claim for
an add-on procedure is, by definition,
an error claim. After thorough review,
the Panel concluded that we should
continue to pay for add-on codes
separately, setting relative weights with
the use of single procedure claims in
spite of the fact that these were error
claims. The Panel asked us to continue
exploring ways to most appropriately
pay for these services. They requested
that this item also be placed on the
agenda for the next Panel meeting.

We propose to accept the
recommendations of the APC Panel both
for packaging radiology guidance and
supervision and interpretation codes
and for payment of add-on codes. We
are proposing to pay separately in 2003
for radiology guidance codes that were
paid in APC 268 in CY 2001 but that
were packaged in 200