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September 14, 2007

Herb B. Kuhn ' oy
Acting Deputy Administrator

Centers for Medicare and Medicaid Services

Department of Health & Human Services

Attention: CMS-1392-P

P.O. Box 8011

Baltimore, Maryland 21244-1850

Re: Proposed Changes to the Hospital Outpatient Prospective Payment System and CY
2008 Payment Rates; Proposed Changes to the Ambulatory Surgical Center Payment
System and CY 2008 Rates; Medicare and Medicaid Programs; Proposed Changes to
Hospital Conditions of Participation; proposed Changes Affecting Necessary Provider
Designation of Critical Access Hospitals

Dear Mr. Kuhn;

The American College of Gastroenterology is pleased to provide these comments with
respect to CMS’ proposed rule, published in the Federal Register on August 2, 2007, on
proposed changes to the Hospital Outpatient Prospective Payment System (HOPPS) and
Proposed Changes to the Ambulatory Surgical Center (ASC) Payment System and 2008
rates and other related topics.

INTRODUCTION

The American College of Gastroenterology is a physician organization representing
gastroenterologists and other gastrointestinal specialists. Founded in 1932, the College
currently numbers more than 9,500 physicians among its membership of over 10,000
health care providers of gastroenterology specialty care. Although the vast majority of
these physicians are gastroenterologists, the College’s membership also includes surgeons,
pathologists, hepatologists, and other specialists in various aspects of the overall treatment
of digestive diseases and conditions. The College has chosen to focus its activities on
clinical gastroenterology — the issues confronting the gastrointestinal specialist in
treatment of patients. The primary activities of the College have been, and continue to be,
educational efforts directed at promoting and optimizing quality care.

Rate-Setting Methodology

As the agency states on page 42796 of the proposed rule, GAO’s statutorily-mandated
report “Payment for Ambulatory Surgical Centers Should Be Based on the Hospital
Outpatient Payment System,” GAO-07-86, played a key role in informing CMS’ decision
to use the HOPPS payment methodology as the basis for the new ASC payment system.
The ACG is concerned that this reliance, given the agency’s failure to provide timely
access to the report to all affected stakeholders prior to the November 6, 2006 comment
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deadline on the proposed rule, potentially violates the Administrative Procedures Act as well as
general principles of fairness and transparency in government decision-making. This injustice is
all the greater given that the report was submitted to Congress way past its January 2005
deadline, depriving affected stakeholders of time to analyze and respond to its data and analysis.
Instead, the GAO report was available only to the agency and a few stakeholders. Further,
ACG’s request for advance access to the report was denied, harming our ability to comment on
the rule on equal footing with those who had seen the report.

Further, the College respectfully disagrees with the GAO/CMS conclusion that a uniform
percentage of the HOPPS payment rate is appropriate in the ASC setting. CMS provides scant
evidence at best on the relation between actual ASC costs relative to HOPD rates, and hence any
justification for a single payment across specialties and/or procedures. For GI, as indicated in
our attached November 2006 comments, the HOPPS payment clearly does not reflect costs in the
ASC setting. Our previous comments and that of other key GI stakeholders, as well as
presentation to the agency in a November 2006 meeting prior to the close of the comment period,
all showed that HOPPS is not a relative cost proxy for GI ASCs costs. For example, as we stated
in 2006, a study of hospital costs, derived from HOPD costs and payment data, shows that
among eighteen 40000 series GI CPT codes, four codes [45378 (diagnostic colonoscopy), 43239
(EGD with biopsy), 43247 and 43450 (two much lower volume codes)] had HOPD payments in
excess of the hospitals reported costs, while for the remaining fourteen GI procedures

Medicare payments were less than the hospital’s reported costs. Based on this-- 77% of

GI cases have a negative margin even when paid at 100% of the HOPD facility fee payment.
Therefore, the rule’s 65-67% of HOPD percentage will result in these procedures being severely
underpaid, projected by the Lewin Group at Medicare GI ASC payments being —20% below
actual costs.

Conversion Factor

Congress did the right thing in 1997 when it enacted the Medicare colorectal cancer screening
benefit, and again in 2000 when it added the average risk colonoscopy benefit. Sadly, and
whether intentionally or inadvertently, CMS has consistently emasculated the effectiveness and
utilization of that benefit, by relentless and devastating cuts to physician payment for colorectal
screening and now, through an unfair and grossly inadequate conversion factor that was reduced
by 2.68% from the $42.542 level in the final ASC rule to the $41.4000 level announced in the
proposed OPPS rule. CMS’s decision to maintain a site-of-service differential for facility and
non-facility payments to GI have also contributed to this GI underpayment. (For more
information, please see the attached ACG 1998 comments on the Medicare Physician Fee
Schedule.)

Budget Neutrality

Reverse Migration

The ACG continues to be mystified by CMS’ budget neutrality calculations, whose shortcomings
will result in higher costs to the Medicare Part B Trust Fund and to Medicare beneficiaries. As
the College argued in its comments in its proposed rule , CMS limited its analysis to new ASC




procedures added and did not recognize savings that will accrue to Medicare with procedures
already on the ASC list when large payment shifts trigger volume moves from the HOPD to the
ASC for many non-GI procedures, or costs that will be incurred when volume in GI procedures,
which will now be reimbursed below costs in the ASC, move back to the HOPD when payment
is too low, and does not cover the costs of the procedure. In an alternative analysis in the
proposed rule, CMS did consider the effect of migration but analyzed the migration that could
occur only as the 14 new codes that CMS is proposing to implement. However, ACG argued
that if CMS defined budget neutrality to include all outpatient sites, this could generate savings
to the Medicare system and still maintain a reasonable revised ASC facility fee cost structure for
GI procedures. The extensive Lewin Group analysis confirms that many non-GI cases would
migrate from the HOPD to the less expensive ASC, thereby creating savings to Medicare, for
which CMS is not accurately accounting in its rulemaking proposal.

In the final rule, while CMS did a more expansive analysis of case migration and chose to
estimate budget neutrality using case migration, it explicitly failed to reference the Lewin data,
or that submitted by others on reverse/negative migration. Instead, the agency appears to have
instead simply stated that the phenomena would be offset by positive migration, but provides no
evidence for this conclusion.

Also in the final rule, CMS specifically concentrated its migration analysis for the 793 new
procedures added to the ASC list, assuming that any shift in site traceable to the wide shift in
payment rates for procedures such as colonoscopy and EGD and other procedures already on the
ASC list would be negligible. CMS’ actuaries also concluded, and factored into the agency
budget neutrality calculations, that it would incur costs when eventually 15% of cases now done
in physician offices move over to the ASC, even though the final rule assures that the payments
would essentially be cost-neutral, since the new facility fee for cases now done 50% in the office
would never exceed the practice expense component under the Medicare physician fee schedule.
These two conclusions appear to be logically inconsistent. Finally, as stated above, the final
rule states that agency actuaries determined that any negative migration will be offset by positive
migration but provides no evidence or detailed analysis to support this conclusion or to counter
the Lewin analysis. In fact, the agency makes no mention whatsoever of the Lewin analysis, a
substantial body of evidence which the agency, by all appearances, completely ignored.

The budget neutrality baseline was established based on 2003 law. Subsequently, interpreting
P.L. 109-71, CMS extracted significant early savings (i.e., mandating that the ASC facility could
never exceed the facility fee in the HOPD). CMS’s budget neutrality calculation should have
been interpreted to consider this early savings installment in ASC payment reform. Those
savings should have been considered as part of the pool for computing budget neutrality (and not
excluded just because after MMA 2003 CMS undertook ASC payment reform in two steps—one
through interpretation of P.L. 109-71, and the second step via the adoption of the ASC payment
reform rulemaking first published in August 2006) and a higher conversion factor would have
resulted.

Other Analytic Errors




In addition to these problems in the rule’s budget neutrality calculations, ACG has identified the
following flaws with the agency’s analysis which first, uses the wrong baseline by not
accounting for post-Medicare Modernization Act changes to the payment system and the
significant expansion of the ASC list. First, the rule fails to account for any migration among
procedures that have been paid in ASCs, before CY 2008, despite the fact that major changes in
payment triggers substantial swings in site of service. Second, contrary to Congressional intent,
the Agency’s ASC rulemaking included not just the payment reform mandated by MMA, but
also the addition of 793 new services without the addition of new monies. CMS interpretation
that the same pool of money should be used for a far larger universe of services is inconsistent
with the words, “for such services” invoked by Congress in its MMA budget neutrality mandate.
The result CMS has created could not possibly be what Congress meant by budget neutrality;
rather, ACG firmly believes that the term “budget neutrality” should have been applied as to
costs only for those services that existed on the ASC list in December 2003 at the time MMA
passed.

Physician Payment for Procedures and Services Provided in ASCs

The proposed rule states (pages 42791-92) that for services performed in ASCs, physicians will
be paid for the professional work and facility PE associated with performing the procedure but
not the Technical Component (TC) of payment. Given that reimbursement for most GI-
procedures, particularly screening colonoscopy, has fallen precipitously since Congress enacted
the screening benefit in 1997; ACG once again warns that the profession cannot afford any
further reimbursement cuts without affecting beneficiary access. It is particularly perplexing to
see policies, such as the refusal to pay for the TC service, when no significant policy rationale is
articulated.

Annual Updates

Ironically, while the agency states that the HOPPS is an appropriate payment methodology for
the ASC setting, CMS declines to provide the same inflation update for both systems going
forward. Under current law, CMS is required to annually adjust ASC payments by the consumer
price index for urban areas, although inflation adjustments were suspended under the MMA
through 2009. The same law requires CMS to inflate HOPD payments by the hospital market
basket index, a separate inflation adjustment. This hospital market basket is traditionally higher
than the CPI-U, and the gap between ASC and hospital payments would continue to diverge
because of this disparity. This is likely to result in further significant underpayments to ASCs,
compared to hospitals and exacerbate the underpayment to endoscopy centers. ACG urges CMS
to instead use a market basket update for ASC payments.

Payment for Colonoscopies

ACG is also mystified as to why the relative weights in the proposed rule are different for
HCPCS 45378 (diagnostic colonoscopy) and G0127 (colon cancer screen; not high risk
individual) in Addendum BB of the rule. The CY 08 relative payment rate for the former is
8.8143 while for the latter it is 7.8134. Both these procedures have the same relative value units
and are clinically identical, and there is clear legislative history in OBRA 1997 compelling that
payment for 45378 (diagnostic) and GO127 (screening) are mandated to be identical, i.e., the



higher 8.8143 rate must apply to all without discount for screening cases. They differ only in the
indication for the procedure.

A Longer Transition Period Is Insufficient

As CMS has itself acknowledged, GI is a net loser under its new ASC payment policies. The
agency states in its commentary on the final ASC rule that, “[O]ur final policy of a 4-year
transition to phase in the revised ASC payment system should mitigate the potential disruption in
care that could be associated with significant increases or decreases in payments for specific
surgical procedures under the revised payment system. Individual ASCs will have a longer
period of time to evaluate and potentially modify the breadth of surgical procedures they provide
based on the expanded list of covered surgical procedures and the final policies of the revised
ASC payment system.” This appears to suggest that the agency believes that the hit that
endoscopic centers and other negatively affected ASCs suffer under the final rule can be offset if
the affected ASCs change their business model. The idea that GIs can broaden their service
offerings is naive as best because: (1) many states have certificate of need laws, which would
make it impossible to offer a new line of services; and (2) specialties that are “winners” under
the new policies are unlikely to wish to join up with GI, given the payment hit they would take in
doing so.  The only other alternative for many GI ASCs is to limit or exclude treatment of
Medicare beneficiaries. Surely, this cannot be the agency’s aim in creating the new ASC
payment system.

ACG urges the agency to provide an even longer transition period for GI or some sort of stop-
loss protection or payment floors as the agency has in the past for device-intensive procedures
under previous years’ HOPPS rules.

Conclusion

We are deeply concerned that the cumulative cuts from the SGR, and the pending reform to the
ambulatory surgery payment system will drive many gastroenterology practices and ASCs out of
the Medicare system and/or out of business and compromise their ability to continue to provide
gastroenterology specialty care to Medicare beneficiaries. Indeed, surveys of our members
found that under the proposed ASC rule, one-third of GI ASCs would stop seeing Medicare
patients or close, and a Deutsche Bank analysis found that any GI ASC that provides fewer than
3,500 procedures per year will be put out of business This downward spiral must stop. The
potential negative implications for patient access to quality gastroenterologic service are
frighteningly apparent. If this policy is to go forward in its present form, it is implicit with such
a decision — which is not supportable by data or expert input, that the agency accordingly accepts
and is held responsible for the consequent implications threatening patient care and outcomes.

The College urges the agency to go back to the drawing board to develop a new system as it
applies to gastroenterology services. These changes should be made in a way that will not
impair beneficiary access to colorectal screening and recognize that the negative migration is
truly budget neutral in the way that Congress intended. We appreciate the opportunity to submit
our comments on this proposal, and we would be pleased to answer questions or otherwise
engage in dialogue with the agency about how to revise the proposal in a way that protects



taxpayers and Medicare beneficiary access and does not penalize physicians and ASCs and the
patients who need these services.

Respectfully submitted,
N
- K //, / B
David A. Johnson, M.D. FACG Edward Cattau, M.D. FACG

President Chair, National Affairs Committee
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AMBULATORY SURGERY CENTER RULE

Leslie Norwalk, Esquire

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health & Human Services
Attention: CMS-1506-P

P.O. Box 8014

Baltimore, Maryland 21244-8014

Re: Medicare Program: Ambulatory Surgery Centers PPS Proposed Rule
Dear Ms. Norwalk:

The American College of Gastroenterology is pleased to provide these comments with
respect to the proposed rule issued August 23, 2006, by the Centers for Medicare and
Medicaid Services’ (CMS), on revisions to the payment policies relating to the
Ambulatory Surgery Centers PPS Proposed Rule (to begin Calendar Year 2008) and other
related topics.

INTRODUCTION

The American College of Gastroenterology (ACG) is a physician organization
representing gastroenterologists and other gastrointestinal specialists. Founded in 1932,
the College currently numbers nearly 10,000 physicians among its membership. While
the majority of these physicians are gastroenterologists, the College’s membership also
includes surgeons, pathologists, hepatologists and other specialists who focus on the
various aspects of treating digestive diseases and conditions. The College focuses its
activities on clinical gastroenterology, i.e., the issues confronting the gastrointestinal
specialist in treating patients. The primary activities of the College have been and
continue to be educational.

A significant number of physicians practicing gastroenterology perform most of their GI
procedures, including life-saving colorectal cancer screenings, in Gl ambulatory surgery
centers (ASCs). In some cases, the physicians have an ownership interest in those ASCs.
In other cases, the physicians may not have an ownership interest, but the centers provide
the most accessible, convenient, reliable, and cost-effective location in which to perform
their endoscopies.

It is exceedingly important for CMS to recognize that the vast majority of the ASCs
where GI procedures are performed are single specialty ASCs, dedicated solely to
GI. GI ASC:s are not profoundly a corporate environment or multi-specialty in
nature. CMS’s proposal to change the ASC payment system would visit tremendous
damage upon GI ASCs and this damage will not be spread across a diversified

Annual Scientific Meeting and Postgraduate Course
October 20 — October 25, 2006, Venetian Hotel and Resort, Las Vegas, Nevada




corporate portfolio, or among winners and losers in a multi-specialty ASC format.
If CMS reduces the margin in GI ASCs by roughly negative -22% for Medicare
patients, as the proposed rule stipulates, the losses will stay right in the GI ASC.
Those ASCs will be forced to lay off support staff, go out of business, and
profoundly limit access to Medicare beneficiaries solely because of the draconian,
survival-threatening, economic imperatives CMS plans to impose on them.

Overview

ACG wishes to express our grave concerns with CMS’s recent proposal to change the
way the agency pays ambulatory surgery centers for their services, via facility fee

payments.

Physicians in the clinical practice of gastroenterology see a large number of Medicare
patients. Treatment for a substantial percentage of these patients includes performing
screening colonoscopies for those who are at average risk or high risk for colorectal
cancer, as well as surveillance colonoscopies for those who already have been identified
as having either polyps, or who have had cancerous lesions excised previously.
Additionally, we see a very significant number of patients with other conditions: GI
bleeding, inflammatory bowel disease, gastroesophageal reflux disease (GERD), and/or
Barrett’s esophagus. Patients with these diseases require ready access to an appropriate,
safe, and cost-efficient site for GI endoscopy if we are to maximize our ability to treat
them.

On August 23, 2006, the CMS issued a proposed rule setting forth a draft policy
scheduled for implementation on January 1, 2008, for a new prospective payment system
for ASCs, required by the Medicare Modernization Act (MMA) of 2003. Major features
of the proposed rule include but are not limited to: the addition of 14 surgical procedures
in 2007; a new payment system that pegs procedure payments to approximately 62% of
the hospital outpatient department amount to be fully phased in by 2009; and a larger
expansion of procedures approved to be performed in an ASC. This proposed rule would
reduce the ASC payment for GI services by a remarkable 25-30%. The effect of cutting
ASC payment rates by 25-30% will prove completely draconian, especially since they
would be on top of the existing cuts of nearly -40% to Medicare physician fees for
colorectal cancer screening colonoscopies since 1998.

There are ten major aspects of the CMS proposal the effects of which need to be better
understood by CMS, as well as by Members of Congress:

L CMS’s definition of budget neutrality fundamentally undercuts the
fairness of the rule and diminishes the prospect for survival of many
ASC:s if the CMS proposal is implemented.

CMS’s proposal has interpreted the MMA 2003 provision to mean that it must take the
single pot of funds that were expended on ASC services in 2003 to pay for all costs
associated with reform of the ASC payment system, which would also include the total




costs of expanding the ASC list of approved services. That is not the construction
required by the MMA, as we will demonstrate below. CMS has presented an
“alternative” which does contemplate the possible role for migration, and this can
certainly be interpreted to indicate that the agency recognizes that there is a solid legal
argument that a broader view of budget neutrality is justified.

We believe that the broader view of budget neutrality which allows a full incorporation of
potential savings from case migration is the correct approach. We will endeavor in this
section to explain both the legal arguments as to why CMS has the authority already to
adopt a broader view of budget neutrality (and we do this at the risk, perhaps, of being a
bit redundant if in fact the “alternative” approach demonstrates that CMS already
recognizes that there is a sound legal basis for this broader approach), and then through
our discussion of migration, underscore why we believe it is essential for CMS to adopt
that broader approach.

The unfairness of this CMS approach is demonstrated by two factors. First, there is no
explicit evidence Congress intended for CMS to add a significant number of additional
services to the ASC list and still pay for all of those additional services out of a single pot
of funds which had originally excluded all of those new services. Second, CMS has not
recognized that migration of cases from one site to another, a shift that is already ongoing
to a limited degree, from the more expensive HOPD to the less expensive ASC, saves
Medicare a great deal of money. Savings or expenditures from resulting changes in
patterns due to the proposed rule should be included in the budget neutrality definition.
Current migration patterns, from the HOPD to the ASC, result in more expenditures each
year from the ASC pot, and correspondingly fewer expenditures from the HOPD pot.

Congress not only would want to encourage this tendency, but would want it counted.
CMS cannot fairly and legitimately put on its blinders to exclude from the budget
neutrality equation all the savings in terms of relatively fewer services being done at the
HOPD level. Those savings belong in the same budget neutrality calculation. CMS
should be looking at budget neutrality, not just in the ASC pot of funds, but across the
entire outpatient system, so that savings from the ASC pot are computed into the overall
savings and budget neutrality picture.

We developed the attached projected “fact sheet” which demonstrates the sizeable
savings which are excluded, based on just a few procedures, by CMS’ refusal to count
savings from the relative reduced number of services in the HOPD which occur as a
result of the ongoing migration for cases from the HOPD to the ASC (Attachment 1).

The agency’s concept of budget neutrality in this proposal is incorrect and unfair for
multiple reasons. First and foremost, the agency proposes to increase markedly the
number of procedures, from a variety of different specialties, that are performed in the
ambulatory surgery center. By markedly raising reimbursement for vascular, orthopedic
and urologic services, much larger numbers of these services will be performed in ASCs.
But in computing budget neutrality, CMS appears to believe that exactly the same pool of
dollars should fully cover the new payments. When the ASC list is expanded, millions of




procedures that once were performed in other settings (HOPD, physician office) will be
reimbursed under the ASC payment policy. Congress could never have intended that
CMS would secure twice as many services for the same number of dollars. Under this
interpretation, every new service that is added to the ASC list will force the facility fee
payment for a GI endoscopy performed in an ASC that much lower, as will each
procedure that migrates from the HOPD to the ASC. This approach is unfair,
unsubstantiated, and bad health policy.

For every single case that moves from the HOPD to the ASC under this expansion of the
ASC approved list, the Medicare program will save money because at the current rates,
ASC payments are always lower than, or at least never greater than, the facility fee that
CMS pays to HOPDs. If the pool of dollars for ASC payments remains fixed despite a
large increase in the number of cases done in the ASC (because of expansions to the ASC
list), then the pool of dollars paid out to HOPDs will decline, because fewer cases are
likely to be performed there. So, the only rational accurate approach to budget neutrality
is to consider the impact on the total pool of both ASC facility fee payments and HOPD
facility fee payments. In summary, the agency needs to expand its definition of what
payment “pots” comprise budget neutrality for ASCs: (1) you cannot expect the same
pool of funds to cover all costs when the expansion of the ASC approved list will likely
result in millions of additional cases moving to the ASC; and (2) CMS must take into
account, and not ignore, the savings that are generated in HOPD payments because of the
cases that will move from the HOPD to the ASC.

Legal Issues Relating to the CMS Interpretation of Budget Neutrality

CMS has already received an extensive and well-documented legal opinion which
demonstrates that the agency has the legislative authority and precedent to adhere to the
clear intent of MMA 2003, and take a broad and aggregate view of budget neutrality
across the outpatient payment system. We have attached a copy of that document to these
comments, and we have extracted below some of the key findings of that opinion, which
concludes that the CMS’ current view of budget neutrality is neither what the law
requires, nor what Congress intended when it passed MMA in 2003 (Attachment 2).

“To achieve the policy goals set forth above, however, it is essential that the budget
neutrality provisions in MMA be interpreted and applied to include cost savings that will
be realized from the inevitable shift of services currently performed in HOPDs to lower
cost ASCs following implementation of the new payment system. (Legal Opinion,
Attachment #2, , final para, on p. 1)

“As technology and practice protocols have advanced, ASCs can now safely perform
many procedures that are currently not covered by the Medicare program when
performed in an ASC. Therefore, these procedures continue to be provided in HOPDs, in
most cases at greater cost to the Medicare program, as well as to beneficiaries. Under the
statute, Medicare beneficiaries pay a 20% copayment for all services received in ASCs.
However, under the statute, beneficiary copayments for HOPD services can be as high as




40%, and, according to the Medicare Payment Advisory Commission (MedPAC), in 2004
were as high as 34%.. (Legal Opinion, Attachment #2, , second para, on p. 2)

“If HHS develops an ASC payment system that substantially underpays ASCs relative to
HOPDs, market forces will work to keep procedures in the hospital setting. The end
result will be continued barriers to effective competition and reduced access for Medicare
beneficiaries. . (Legal Opinion, Attachment #2, , final para, on p. 2)

“Section 626 of MMA directs the Secretary to consider the budgetary baseline impacts of
the revised ASC payment system. Specifically, that section provides that:

“(ii) In the year the system described in clause (i) is implemented [i.e., the revised ASC
payment system], such system shall be designed to result in the same aggregate amount
of expenditures for such services as would be made if this subparagraph did not apply, as
estimated by the Secretary.” (Emphasis added.). . (Legal Opinion, Attachment #2, ,
second para, on p. 3)

“The key to interpreting this budget neutrality provision is the underlined phrase.
Looking only at the statutory text, the most logical reading of the term “such services” is
that it relates to “such system” referenced in parallel form earlier in the same sentence,
thus meaning the services covered by the new ASC payment system. With that
established, “aggregate” expenditures then refers, by its plain meaning, to “total” or
“overall” Medicare expenditures for the services covered by the new system. In other
words, under this provision, budget neutrality is to be measured by reference to the
impact the new ASC payment system will have on overall Medicare expenditures for the
total package of services covered by the system. Thus, if, as we anticipate, the new
payment system will expand coverage to include additional procedures not currently on
the Medicare ASC list, the budget impact is to be evaluated to include any savings that
will be achieved through the performance of those procedures in ASCs, rather than in
HOPD:s. . (Legal Opinion, Attachment #2, , third para, on p. 3)

“Unfortunately, CMS has at least initially selected the alternative way to measure budget
neutrality by referencing ASC payments only — that is, the new payment system could not
result in overall ASC expenditures being greater than they would be without the new
system. The problem with such an approach is that if CMS significantly broadens the list
of covered ASC procedures, as Secretary Leavitt indicated is the plan (in a December
2005 letter to Senator Mike Crapo), ASCs will be able to perform hundreds of additional
procedures for Medicare beneficiaries that currently are performed only in HOPDs.

Thus, budget-neutrality, if applied to avoid any aggregate increase in ASC payments,
would necessitate drastic, across-the-board reductions in payments for all ASC services
to a level that would not be sustainable for the ASC community. Many ASCs could be
forced to discontinue providing Medicare services, thus reducing patient choice and




harming beneficial competition for outpatient surgery. . (Legal Opinion, Attachment #2, ,
final para, on p. 3)

“Fortunately, the statute does not compel this result. By its plain language, Section 626

calls for budget neutrality to be measured by reference to the new ASC payment system,
and that system’s impact on “aggregate” Medicare expenditures for all of the services it

covers, “as estimated by the Secretary.” . (Legal Opinion, Attachment #2, , first para, on
p.4)

“In short, the MMA should be read in the context of Congress’ goal to modernize
Medicare, improve patient choice, and lower the cost of services, including outpatient
surgery, to the program and its beneficiaries. The Secretary’s own Inspector General
noted that the majority of procedures currently performed in ASCs and HOPDs can be
performed at a lower cost in the ASC setting. A revised ASC payment system that
ensures reasonable reimbursement rates will reduce the costs of those outpatient
procedures to Medicare, thus fulfilling the intention of Congress when it sought to
modernize payments for ASCs. Moreover, improved patient access to ASC services will
result in lower out-of-pocket costs for beneficiaries. ASC copayments are 20% of the
service’s cost; copayments for the same service in the HOPD can be as high as 34%. .
(Legal Opinion, Attachment #2, , first full para, on p. 5)

“The MMA was designed to modernize Medicare, lower cost, and improve patient choice
through increased competition. Thus, the proper lens through which a revised ASC
payment system should be viewed involves lowering the cost of outpatient surgery.
(Legal Opinion, Attachment #2, , second full para, on p. 5)

“Congress enacted the MMA to modernize Medicare, improve patient choice, and lower
costs. Outpatient surgery is recognized as a valuable, high quality service for Medicare
beneficiaries. Congress acted upon the opportunity to modernize and lower the cost of
outpatient surgical services by encouraging competition between sites of services for
such services, namely, ASCs and HOPDs. The Secretary should adhere to Congress’
intent by designing a payment system that improves patient choice and lowers program
costs, by improving and enhancing access to outpatient surgical services in ASCs, and by
applying the budget neutrality provision in a broad and dynamic way — consistent with
these policy goals and the language of the statute — that recognizes the new payment
system’s effects not just on payments to ASCs, but also its overall cost savings to the
Medicare program.” (Legal Opinion, Attachment #2, , final para, on p.9)

The budget neutrality adjustment is too narrow. CMS interpretation of budget neutrality
under the 2003 MMA provision does not yield rational results or sound outcomes for the
health system. CMS would apply budget neutrality to each individual site of service such
as the ASC, HOPD, or office setting. Because of the steady shift in procedural services
from the HOPD to the ASC, the ASC budget must fund an increasing number of services
while the HOPD budget funds fewer services.



It would be more appropriate for budget neutrality to be applied across all three
sites of service because there will be savings to the Medicare system for each case
that moves from the more expensive HOPD to the ASC. Currently, CMS does not
count those savings in the CMS budget neutrality equation because these will be
attributed to the excluded HOPD sector, and not within the narrowly described
ASC sector. ACG believes, under a payment structure created using this broader view of
budget neutrality, many cases would migrate from the HOPD to the less expensive ASC,
thereby creating savings in Medicare. The correct analysis for CMS is to see budget
neutrality in terms of the entire outpatient payment system, including both ASC and
HOPD. Any reductions to the facility fee for GI procedures and screening colonoscopies
will simply exacerbate already low payment rates for these services. Again, if these CMS
proposed ASC changes are implemented, it will reduce access to GI procedures,
including colon cancer screenings, in the ASC setting.

11. CMS Migration Analysis Is Understated and Far Too Limited

CMS must recognize that significant migration will occur because changing the
ASC price structure will trigger major shifts in whether procedures are performed
in the HOPD or the ASC.

The second flaw in the agency’s analysis is its failure to seriously consider the potentially
enormous impact of case migration under its proposal. There is currently approximately
a 50 point spread between the biggest potential loser (GI) and the biggest potential
winner (orthopedics) in light of CMS’s proposed rule to bring ALL subspecialty
procedures to a single percentage level, 62% of the HOPD payment. If Gl is to take a cut
in the range of 25-30%, it is inappropriate for CMS not to factor into its analysis the
inevitable impact this will have in reducing the number of GI Medicare patients who will
receive their procedures in the GI ASC. Likewise, it is equally naive for CMS to think
that, if orthopedics is going to get a payment boost in the range of 25%, it does not need
to factor into its analysis the inevitable impact this will have in increasing the number of
orthopedic Medicare patients who will receive their procedures in the orthopedic ASC.
As is noted below, positive migration of cases from HOPD to ASC in orthopedics may be
mitigated somewhat as long as CMS continues to refuse to provide for the pass-through,
and Medicare reimbursement of device and similar costs that are now reimbursed in the
HOPD, but not in the ASC.

CMS provides an exceedingly simplistic alternative analysis on migration which the
agency purports to apply to only the 14 procedures being added to the ASC list. This is
merely the tip of the iceberg—the real dollar shifts are going to occur with respect to the
many more procedures that are, and have been, on the ASC-approved list--ones which
have developed a natural pattern of volume in the respective ASC and HOPD settings. In
its very limited alternative analysis, CMS simply plugs in its own convenient ballpark
numbers and says, “oh, it works out to be a wash.” That absolutely will not be the case
when one looks at the shifts that will occur in the large number of procedures across all
specialties that have been on the ASC list.




Orthopedics, which currently represents about 13% of the ASC payment pool, is likely to
experience some positive case migration, likely some more cases being done in the ASC
if the rule were adopted. But CMS has not included a critical component of parity with
HOPD, the ability to receive reimbursement for pass-through costs and devices, in this
proposal. As long as this situation prevails, the shift in orthopedics from HOPD to ASC
will be muted and modest. Conversely, GI and ophthalmology represent over 70% of the
current ASC payment pool; with major reductions in payment to both specialties, much
deeper for GI than for ophthalmology, clearly there is not going to be any positive
migration of cases from HOPD to ASC in these fields. Being paid less, there is no
reason for these specialties not to shift more commercial cases to fill their ASCs, thereby
costing Medicare very significant amounts of money.

CMS’s analysis is deficient as: (1) the agency has not factored this case migration for
services already n the ASC list AT ALL into the computation of budget neutrality,
despite huge potential swings in total Medicare outlays; and (2) the agency has
completely failed to even consider this huge economic variable which argues
compellingly against the agency’s proposal to bring all specialties to a single payment
level, as a fixed percentage of HOPD payments.

ACG joined with a coalition of other interested parties in commissioning an in-depth
study conducted by the Lewin Group into the potential impact of this critical, but
heretofore ignored, case migration. We anticipate Lewin’s being able to brief the agency
on its findings, and you will find attached to these comments some key summaries
demonstrating the potential huge impact of case migration. (Attachment 3)

a. CMS must recognize “negative migration” because deep cuts in GI
and pain management facility fees will result in significant numbers of
cases migrating from ASCs to HOPDs, which will increase Medicare
costs.

As noted above, the alternative analysis that CMS has proferred regarding the 14 new
procedures, is spectacularly deficient in giving significant credence to this compelling
economic factor. The agency has completely glossed over or ignored a critical case
migration component that it is the agency’s duty, as the steward of the Medicare fund, to
evaluate, namely, the entire topic of negative case migration.

If the proposed rule is enacted, it is inevitable that GI ASCs will react to the huge cut in
Medicare payment (Attachment 4). Their reaction, according to data we have collected,
will almost certainly fall into a mixture of two behaviors. We should start by clarifying
that GI physicians will almost certainly continue to treat Medicare physicians in their
practices. When these patients need a colonoscopy or other endoscopic procedure, the
question arises whether, in the face of the very strong economic imperatives this
proposed rule would generate, GI physicians will be able to perform these procedures
themselves in their ASCs, or refer them for a procedure by another physician (within the




original gastroenterologist’s practice, or beyond) who would provide that service in the
hospital outpatient department.

Expressing the alternative response to this question in broad general terms, on the one
hand, GI physicians could shift their Medicare patients from the ASC back to the HOPD,
with each and every case where this happens resulting in higher cost to the Medicare
program. Alternately, some GI physicians find doing procedures in the hospital
outpatient department so inefficient, in terms of travel time, uncontrolled waits in the
HOPD and other factors that those physicians may simply decide that they cannot
themselves perform the procedures on Medicare patients, and refer them to another
physician who does perform procedures in the hospital outpatient department (HOPD).

The extent of this latter reaction will probably depend on the commercial volume. If
every Medicare procedure under this proposed rule loses substantial amounts of money
for the ASC because the actual costs exceed the Medicare payment, GI ASCs (and other
losing specialties like pain management and ophthalmology) can be expected to populate
their ASC scheduling first and foremost with as many commercial pay patients as
possible. If there are gaps, weeks when commercial demand falls short of capacity in the
ASC, these centers may proceed to schedule a modest number of Medicare patients. So,
negative migration, ignored entirely by the agency, leaves two unhappy outcomes in GI
and elsewhere: (1) CMS will expend significantly more money on each and every case
where doctors choose to transfer procedures for their Medicare patients back to the
HOPD; and (2) with respect to a potentially large number of doctors who simply will not
do GI procedures in the HOPD, CMS’s policy of huge payment cuts per case in GI (and
potentially other losing specialties), ASCs will reduce access and increase waiting time
for Medicare patients.

b. 62% is probably not the accurate Budget Neutrality number

The entire ASC community was shocked when CMS, using a narrow definition of budget
neutrality, arrived at a budget neutrality number of 62%. As mentioned above, ACG and
others have commissioned the Lewin Group to look at the overall case migration
situation. Part of the Lewin analysis resulted in their conclusion that there were flaws in
CMS’ computation of budget neutrality. Even when they accepted all of CMS’
assumptions regarding case migration, limitations to the ASC pot only, etc., Lewin still
arrived at a budget neutrality figure of approximately 65%. We commend this analysis to
the agency in the anticipated briefing by Lewin, and for consideration as part of the
rulemaking.

Some interesting factors came to light in September when CMS officials (Ms, Sanow, Dr.
Simon, and Ms. Burney) provided a briefing on the ASC rule at the AMA headquarters in
Washington. Ms. Sanow revealed that in addition to the “wash” analysis on case
migration for the 14 new codes which CMS had provided as an alternative in its
rulemaking announcement, the agency had also looked at what the budget neutrality
number would be if they did NOT factor in any migration of cases from the physician
office to the ASC on the 14 new codes. The result announced by CMS at the AMA




meeting of that analysis was that it would have increased the budget neutrality number
but it would still be below 70%. CMS has drawn a very tight net around those fourteen
new codes, by providing that the total payment in the ASC cannot exceed what the
payment had been in the physician office. So, it is reasonable to believe that given the
prohibition on any financial payment difference between physician office and ASC, there
is strong basis for excluding any physician office to ASC migration costs. As noted
above, CMS has missed the bigger picture, as well as the huge significance of case
migration, but it would make sense for the agency to correct its alternative analysis to
reflect this “no cost for physician office to ASC migration” conclusion, and raise the
budget neutrality number accordingly.

Another issue was raised at that same AMA meeting. Namely, the question was asked,
“What would budget neutrality be if the 14 new codes had not been added to the ASC
list?” This may seem like the above question stated in a different way, but it brings to
bear another major problem with the CMS exceedingly narrow view of budget neutrality.
It is inconceivable to us that Congress could have intended in MMA 2003 that CMS
should, through additions to the ASC list, load into the ASC pot a sizeable number of
additional codes, but pay for all of those new codes out of the same pool of funds,
essentially mandating that every new code added would serve to dictate a corresponding
reduction in the payment level for every other procedure already on the ASC list. Even
in the CMS’ narrow reading, and its unfortunate exclusion of case migration, it needs to
separate in concept (and budget neutrality): (a) the reform of the payment system; and (b)
the additions to the ASC list. The additions to the list, as constructed by CMS do not
really cost Medicare any new money. Those funds are already being expended under the
physician fee schedule for these services in the physician office. But CMS insists on
driving down budget neutrality by counting these as new expenditures, not for the
Medicare program, but simply because of the administrative decision by CMS to shift
these payments from the physician fee schedule to the ASC pot. Faimess demands that
CMS, at least, interpret the budget neutrality provisions of MMA 2003 as applying only
to the payment reform component. No costs for payments on the fourteen (14) new codes
should be included in the budget neutrality computation, as these exact dollars have
already been counted elsewhere.

I11. CMS’s fundamental assumption that the HOPD payment system is
reasonably aligned to ASC actual costs is incorrect for many GI procedures.

The CMS proposal for a single HOPD to ASC payment conversion factor assumes that
the costs of most procedures bear a comparable relationship to the relative payment
structure in the HOPD payment system. This is not true for many GI procedures.

a. HOPD cost data, as reported by hospitals do not bear out CMS’
implicit assumption that costs for GI ASCs bear a comparative
relationship with payments in HOPD

However, there are some contrary indications. In fact, a study of hospital costs, derived
form HOPD costs and payment data [Attachment 5], shows that among eighteen 40000
series GI CPT codes, four codes [45378 (diagnostic colonoscopy), 43239 (EGD with




biopsy), 43247 and 43450 (two much lower volume codes)] had HOPD payments in
excess of the hospital’s reported costs, while for the remaining fourteen GI procedures
Medicare payments were less than the hospital’s reported costs. Based on this-- 77% of
GI cases have a negative margin when paid at 100% of the HOPD facility fee payment
rate. This disparity will be exacerbated if the proposal to reduce payment for all GI
procedures performed in ASCs to 62% of the HOPD payment is implemented as is..

b. Lewin Data on ASC Costs

Lewin has reached a similar conclusion based on an independent analysis of costs for GI
procedures performed in ASCs. The purpose was to see how the actual costs would
match up with the proposed CMS ASC payments at full implementation of the proposal
in 2009. According to this Lewin data, in 2007, Medicare ASC payments will-be about
11% higher than actual costs for GI procedures, but in 2008 under the proposed rule, GI
payments would drop to around 7% below costs. In 2009, with full CMS ASC payment
reform implementation, GI ASC payments would drop dramatically to 22% below actual
costs. (Attachment 6)

Further validation of the Lewin cost analysis is the 2003 American Society for
Gastrointestinal Endoscopy (ASGE) cost study which determined that costs for GI
procedures in an ASC were in the range of $320, With inflation increases, as well as the
higher costs of sedation medications, a current day projected cost is in the range of $390
per case. The Lewin information shows costs at $400.50 for 2007, increasing to $416.52
for 2008, and again to $433.18 in 2009. Compare these costs to the dismal projected
payment of $349.62 per GI case upon full implementation of the CMS proposal in 2009,
for a loss on each case of $83.56.

More broadly, Lewin’s data indicating the negative —22% in GI, such losses do not
reflect any arguable fairness in the envisioned new system. Some have suggested that
CMS use cost data, and instead of finding a single percentage of HOPD, focus on a single
target profit margin by adjusting the payment structure to reflect the necessary spread
between actual payments and actual costs to attain that net profit margin percentage
parity. CMS may be reluctant to venture into the arena of profit, but the disconnect
between the agency’s proposed new payment system and actual costs in GI is so broad
and distorted that the agency clearly MUST evolve to a modified or alternate approach
for GI ASCs. Faimess demands it.

¢. GAO data should NOT be considered in this rulemaking unless it
is released to the public, and public comment on it permitted
before the end of the comment period. CMS should not utilize
information that was in its possession but not shared with the
public for comment.

We are compelled to comment on the legal status of the long-overdue GAO report. The
GAO report, which Congress directed be published by January 1, 2005, was not
published in a timely manner that would have allowed it to be considered by all
stakeholders in this rule-making. CMS issued its proposed rule without the benefit of the




GAO report, and welcomed comments on that proposal without anyone having the
benefit of seeing any GAO cost analysis. If the agency wanted to factor the GAO report
into its analysis of these questions, and into this ASC rulemaking, CMS could have
deferred publishing this proposal until after a final GAO report was released to the
public. CMS chose to proceed without the GAO report and we believe is now bound to
exclude that report completely from all consideration in this rulemaking.

We have been informed that within the final three weeks of the comment period, GAO
shared with CMS a “draft”of its report for agency review and input. While GAO made
provision for a very small number of people outside CMS to see this draft proposal, we
have not seen it (in fact, despite our request to GAO, we have affirmatively been denied
access to review it), do not know its contents, and so cannot factor it into our response to
the CMS proposal. We believe at this juncture, CMS should be constrained from
considering the GAO report in any way in this proposed rulemaking. CMS cannot have
the benefit of information in an NPRM, under the Administrative Procedure Act, that is
not made available to all stakeholders and interested parties. Legally, the agency has
only two choices: (1) eliminate the GAO report entirely from all consideration in this
ASC payment reform rulemaking, since this information is not available to the public
now, or at any time during the comment period; OR (2) withdraw the current proposed
rule, await the dissemination of the GAO report for public availability, and then publish
an entirely new rulemaking proposal so that right of public comment is not compromised
by the lack of availability of the final GAO report.

The cost data, referenced under item (b) above, argues quite compellingly in favor of
some specific intervention to address the GI disparity. In the face of this cost data, and
with CMS’s unsubstantiated presumption that the costs of GI ASCs bears a comparable
relationship to the GI HOPD payment system having been soundly disproven with actual
data, we think the agency must invoke a higher percentage payment for GI. Essentially,
we are advocating a bi-level approach. Time is short, and we have pressed our efforts
with Lewin to identify a bi-level structure that would make for either no loss, or the
smallest possible loss to G, while still maintaining all other specialties at roughly the
budget neutral level. While this work is still ongoing, we believe a bi-level approach will
fall somewhere in the range of 81% for GI and 65% for all other specialties. This would

still mean a reduction for GI., while avoiding the precipitous decline that the data
demonstrates would uniquely drive GI only inte huge negative margins of negative —
22% or more. Such a plan could be budget neutral if CMS adopts the broader view
of budget neutrality across the entire Medicare outpatient system as envisioned and
authorized by Congress in MMA 2003, and outlined in #I above.

IV.  The proposal to bring all ASCs to a single percentage of HOPD generates
too many big winners and losers. A bi-level approach will better reflect
actual costs AND can assure the best outcome in Medicare savings by
reducing potential profound negative migration among the big losers

Initially, virtually the entire ASC community (except GI and perhaps pain management)
thought that moving all specialties to a single percentage of HOPD was the fair and




correct approach. Many had also hoped that a combination of a stop loss provision and
long phase-in could save GI from huge immediate losses. But over time, the CBO
estimate on the Herger-Crapo bill showed that the cost of this was fairly high. Therefore,
the legislative approach to ASC reform stalled. In our discussions with Lewin, we have
asked them to evaluate the merit of a bi-level payment structure, that would avoid the
huge “winners and losers” implicit in moving across what was a 48 point spread between
GI (where estimates of current payment as percentage of HOPD range from 89% to
83.4%) and orthopedics currently at 36% of the HOPD payment.

CMS indeed had a suitable model to examine for at least some of the issues it faces
related to ASC payment reform. The Herger-Crapo bill (H.R. 4042/S. 1884) misses the
mark although it targets a more reasonable ASC payment structure, and is certainly
preferable and more realistic than the current CMS proposal. It too insists on moving all
medical services, those currently reimbursed at 34% of HOPD to those currently
reimbursed at 89% of HOPD, a spread of 55%, to a single level as a percentage of
HOPD payments, creating profound winners and losers, instead of moving to at
least two different levels to help narrow both the losers and the winners.

[f CMS is bound to peg ASC payments at a percentage of HOPD, it must adopt a bi-level
approach. The first level would consist of GI ASCs, both because of the huge negative
margins (estimated at negative —22%), and because of the delicate impact on an already
underutilized Medicare colorectal cancer screening benefit. The first level should be at a
higher tier of payment, close to the current 89% GI now receives but at least no lower
than 81%. If not, data show GI procedures moving into a huge negative margin that
would limit Medicare access in multiple ways, including, as noted below, pushing
perhaps 20% of GI ASCs out of business. A second, lower tier as the facility fee
percentage should be established for ASCs in other specialties which are not involved in
life-saving preventive services like colorectal cancer screening tests (Attachment 7).

V. Specific deficiencies with percentages and proposals

The uniform discount rate of 62% is too low. The payment threshold proposed by
CMS is an unusually low number, both compared to the 89% currently paid by CMS for
GI services, and in light of the fact that ASCs are smaller, have less purchasing power
and therefore are at a cost disadvantage vis-a-vis hospitals. This is too drastic a drop
for any small business to absorb, and will likely result in reduced access by
Medicare beneficiaries to life-saving colorectal cancer screening tests commonly
performed in ASCs. The Crapo-Herger legislation acknowledged these concerns, and
provided a combination of hold harmless/stop loss provisions along with a longer phase-
in period to prevent sharp reductions in payment, severe disruption of these small
businesses and their employees, and resulting declines in access. For these reasons, we
urge CMS to modify the rule to adopt a two-tiered structure. One level would apply for
Gl services, projected at somewhere around 81% or modestly higher, and a second
level, projected at 65% of the hospital outpatient rate, would apply to all other
services provided in the ASC setting.




The list expansion needs refinement. The expansion of procedures eligible for
Medicare payment in ASCs in 2008, while an improvement over current law, does not go
far enough. The proposed list expansion remains restrictive, does not provide true site
neutrality with the hospital setting and thus does not offer beneficiaries and their
physicians a true choice with respect to accessing outpatient surgical care.

If ASC payment is to be linked to HOPD payment there needs to be comparability.
Clearly, an essential reform that is not addressed in the CMS rule is that the cost for
devices used during procedures performed in the ASC must be reimbursed (they are
currently reimbursed in the hospital, but not in the ASC). This change would generate
savings by opening ASCs to many services currently performed only in the more
expensive HOPD setting solely because device costs cannot be fully absorbed by the
ASC. CMS needs to create some greater measure of parity between the HOPD and ASC
setting. Specifically, CMS must revise this rule to permit the payment in the ASC to
include, in additional to the facility fee itself, the cost of devices and other pass-through
items. The current discrepancy, where these devices and pass-through items are paid in
addition to the facility fee in the HOPD but not the ASC, is unfair, and is a major reason
why many cases that could be cost-effectively and safely done in the ASC are not done
there.

Finally, while we do not think that the current proposal by CMS linking ASC payments
to a percentage of HOPD payments is a sound one, we do believe that it is essential that
facility fee payments in both the ASC and HOPD settings be updated, using the same
factors and formula. ASCs, like hospitals, should be updated based on the hospital
market basket rather than the urban Consumer Price Index. Using the hospital market
basket for annual updates as to both ASC and HOPD facility fees would achieve parity
and transparency in the market. The hospital market basket is almost certainly a better
indicator than CPI of inflation costs in providing medical and surgical services. Unifying
the criteria for inflation updates around the hospital market basket approach would help
assure that decisions regarding where services are to be provided continue to be made on
the basis of what is best for the patient, and not be skewed by economic considerations.

VI.  ACG survey of ASCs

We have commented above on key factors relating to GI ASCs. Among these are the
expectation of a strong negative case migration from GI ASCs to HOPD:s if this proposed
rule were adopted, the prospect for longer waiting times and increased pressures on GI
ASC access for Medicare patients, and difficulty in maintaining ASC operations will
result. In addition, one very likely negative public health ramification of the adoption of
this proposal is reduced utilization of the Medicare colorectal cancer screening benefit,
with likely reduction in early detection, and higher total costs, both financially and in lost
lives, for cancers diagnosed at more advanced stages. ACG is not making these
conclusions ab initio (as CMS seems to do with its conclusion that the HOPD payment
system somehow accurately reflected relative costs by specialty). Rather, ACG compiled
data from GI ASCs on the likely effects adoption of this proposed rule would have. ACG
initiated a survey of 105 randomly-selected GI ASCs to try to gauge anticipated actions




and expected responses by these stakeholders in the event that the CMS proposed rule is
enacted with the resulting reduction in dollars paid to GI ASCs for services provided to
Medicare beneficiaries. A total of 38 responses were received to this survey. The entire
survey profile is attached to these comments (Attachment 8). Some of the key findings
from this survey, which are shared for illustrative purposes only, are as follows.

The phenomenon of reverse migration was confirmed, but the relationship is not a linear
one. With cuts of 5%, only 3.6% of GI ASCs would start refusing to see Medicare
patients. When the cuts increased to between 11-20%, a total of roughly 19% of Gl
physicians say when their Medicare patients require colonoscopy or other endoscopic
procedure, they likely are not going to continue to perform those procedures themselves
in their ASCs, at least not as consistently. When the ASC payment cuts increased above
the negative -20% mark, a full one-third of GI physicians surveyed said they would not
be able to continue to perform the procedures on their Medicare patients themselves, at
least not within their ASCs.

-90% of respondents said Medicare patients definitely would always wait longer than
they currently do if the CMS ASC payment reform proposal were adopted.

-93% said that enactment of this proposed rule, and the resulting payment reduction,
would increase the likelihood of their recommending to Medicare patients who desire to
have procedures done in the ASC that they should instead have these done in the HOPD
(no reference in this question to whether GI physicians would be willing to go to the
HOPD themselves to perform these procedures there).

-17.9% of GI ASCs said that they would expect their ASCs to close completely if the
CMS ASC payment rule were implemented as proposed. 79.3% said they expected
enactment of this rule would result in fewer employees at their ASC, and 69% said there
would also be a reduction in the average compensation for ASC employees. Only 7.1%
said they thought this proposed rule’s enactment would result in an increase in the total
number of hours per week that their ASC would see patients, discounting in strong terms
any concept of a behavioral offset for the dramatically reduced per patient payment this
rule would portend for GL

VII. CMS Policy will force many ASCs out of business and others to close to
Medicare patients, creating an access dilemma, and more broadly
eliminating a cost-effective center for health care

CMS seems to be ignoring both the stated priorities of the current Administration as well
as the lessons of cost management in the private sector. President Bush and
Administration officials are on record, on multiple occasions, stating that ASCs are a
more cost-effective environment than the hospital to receive key medical services. When
private sector insurers have sought to reduce total health care costs, they have actively
sought to encourage patients to receive their services in the ambulatory surgery center,
instead of in the hospital outpatient department. One recent example is Blue Cross of
California’s announcement that it will pay a 5% premium to physicians for every Gl




endoscopy that is performed in the ASC, rather than in the HOPD. This CMS proposal,
which would always pay more to HOPDs and always pay less to ASCs, is directly
antithetical to the direction adopted by the private sector insurers.

The results of CMS’s proposed policies would be to drive a substantial number of ASCs
out of business.17.9% of GI ASCs said they would expect to close their doors completely
and go out of business if the proposed CMS rulemaking were enacted. If CMS, contrary
to both the White House and most Congressional health policymakers, thinks that fewer
sources of care and fewer choices for patients represent sound health policy, the agency is
certainly using its power in the health marketplace to move in that direction. If CMS
wants to eliminate the lower cost centers for quality care, and force more cases into the
higher cost hospital centers, it has crafted a policy to accomplish this. If CMS thinks that
creating an access crisis for its beneficiaries is necessary to balance the country’s health
care budget, it has found a policy that will indeed reduce access to critically needed
medical and preventive services for Medicare beneficiaries. At the levels of the negative
—25% in GI, CMS can cut Medicare beneficiary access to Gl services by a full one-third.
But frankly, we think that these are all results that CMS should want to avoid, not
embrace. If CMS thinks more competition, more centers for high quality, lower cost
health care, and more choice and access for Medicare beneficiaries are components that
should drive the Nation’s health policy, then CMS should follow what private sector
health planners and insurers are doing. CMS should scrap, or radically change this
proposed rule so that Medicare begins providing dollar parity in costs between ASCs and
HOPD, and encourage, not penalize those in the business of providing safe, convenient
and cost-effective patient care in the ASC setting.

VIII. Volume threshold for ASC services and small business issues for potential
closing of ASCs with volumes below the threshold of 3,500 annual cases

A recent Deutschebank analysis was released which provides insights into the minimum
number of cases that an ASC would have to perform per year in order to survive under a
payment structure such as CMS proposes. Deutschebank analysts concluded that any
ASC that provides fewer that 3,500 procedures per year will be put out of business—the
data from the ACG survey, while a small sample, indicates that fully 20% or one-fifth of
GI ASCs will go out of business based on the volume criteria. In that same survey, 18%
of GI ASCs stated that imposition of the draft CMS ASC rule would cause them to go out
of business. Clearly, by either of these measures, this CMS proposal would have a
profound and disproportionately negative effect on small business ASCs across the
country, and may well require study by the Small Business Administration before it can
be enacted.




IX. What will happen to GI under the current proposal, Harm to GI as well as the
public health consequences, Including Damage to the Colorectal Cancer Screening
Benefit, Resultant Loss of Lives from Failure of Early Detection and Resultant
Higher Medicare Costs for Patients Whose Colorectal Cancers Are Diagnosed at
More Advanced Stages

Damage to the colorectal cancer screening benefit, resultant loss of lives from failure of
early detection and resultant higher Medicare costs for patients whose colorectal cancers
are diagnosed at more advanced stages are the results that can be expected under this
proposed rule. Both the GAO and CMS itself have stated that the Medicare colorectal
cancer screening benefit is underutilized. MEDPAC repeatedly has endorsed the concept
that medical procedures and services should be site neutral. On its face, a proposal such
as this one seems counterproductive. It institutionalizes the concept of paying
significantly more to the hospital than to the ASC, and which will likely pose distinct and
difficult challenges to providing Gl screening colonoscopies and other GI endoscopic
procedures, because Medicare’s payment level will drop so precipitously that these ASCs
can no longer meet their expenses and render a reasonable return on investment, seems
counterproductive.

While timely screening could reduce mortality by 90% from colorectal cancer,
utilization of the benefit will continue to lag, perhaps irreversibly if these additional
cuts are implemented by CMS.

In the gastroenterology area, CMS’s proposed policy virtually assures results inimical to
the public health. Today, when a GI procedure, such as a screening colonoscopy, is
performed in an ASC, that ASC receives a facility fee which on average amounts to 89%
of the facility fee CMS pays to the HOPD if that same procedure is performed there.

We need to provide a bit of background relating to the effectiveness of the Medicare
colorectal cancer screening benefit. Congress did the right thing in 1997 when it enacted
the Medicare colorectal cancer screening benefit, and again in 2000 when it added the
average risk colonoscopy benefit, and again in 2005 when it waived the deductible for
this important screening service. Sadly, and whether intentionally or inadvertently, CMS
has diminished utilization of that benefit. Since 1997, CMS has cut the physician fee
schedule payment for screening/diagnostic colonoscopies by almost 40%, from a little
over $300, to the current level of under $200, and trending downward. No other
Medicare service has been cut this much over this period. The new ASC proposal
would further diminish prospects for Medicare beneficiaries to receive a colorectal cancer
screeing colonoscopy. In terms of the specialty that would be hurt the most by the
current proposal, once again, CMS has placed gastroenterology and colonoscopies for
colorectal cancer screening in its cross hairs, as by far the biggest potential loser, with the
prospect of cuts from 89% of the HOPD payment to 62%.

It is clear and relatively easy to predict what will happen if this CMS proposal is adopted




in anything close to its current form:
For Patients:

Utilization of the Medicare colorectal cancer screening benefit, under this proposed rule
will decline still further, and cancers will go undetected. In life and death terms, many
Medicare beneficiaries will die unnecessarily because the access to sites where
colonoscopies can be performed will be reduced as GI ASCs close. Waiting times for
screening will increase, and the overall rate of CRC screening will plummet farther.

For the Medicare System:

Medicare facility fee payments for GI services will increase, rather than decrease.
Having dealt a death-blow to many GI ASCs by draconian reductions in payment, the
access of Medicare beneficiaries to GI ASCs will be markedly reduced. CRC screening
colonoscopies will be reduced, but the volume of diagnostic colonoscopies and
endoscopies will not decline.

With fewer ASCs, a larger proportion of all GI procedures will need to be performed in
the HOPD, where the facility fees CMS pays will be higher.

So, the inevitable result of this proposed CMS action, if implemented, will be: (a) total
Medicare costs for Gl facility fees will rise (although the per unit facility fee for
decreased number of these performed in the ASC may well decline); (b) available access
by Medicare beneficiaries for life-saving GI screening colonoscopies, other GI diagnostic
and therapeutic colonoscopies and other endoscopic procedures will decline; and (c) the
number of Medicare beneficiaries who will die unnecessarily from colorectal cancer will
increase as screening rates decline. These cancer patients, detected at later stages, will
incur increased Medicare expenditures for colorectal cancer end-stage treatment
accordingly.

CMS may face a choice between which of two ways it wishes to
lose money: (1) negative migration of cases from the ASC to the
HOPD if GI private practice doctors are willing to go to the
hospital to do the cases; or (2) reduced access for Medicare
beneficiaries, later detection of many colorectal cancers with
higher downstream care costs

If CMS maintains its current posture on this rule and pursues a policy that ensures big
losers, like GI and huge winners, like orthopedics, the agency will almost certainly face
something of a Hobson’s choice between two devastating results. The Medicare budget
will sustain significant financial losses in direct proportion to the percentage of
physicians, who, when faced with ASC payment cuts in the range of 25-30%, choose to
refer their Medicare patients to have their GI procedures performed in the hospital
outpatient department. This will trigger negative migration. E ach and every case shifted
from the ASC to the HOPD will cost Medicare more money. This result is a very bad




one, but even worse outcomes will await if a substantial number of GI doctors decide,
with every single Medicare ASC procedure costing the practice approximately $83,-- i.e.
the amount by which 2009 costs will exceed Medicare payment for each and every case--
that if they cannot afford to see Medicare patients and do their procedures in the ASC,
they will not indulge the further inefficiencies of seeing those patients in the HOPD, but
rather simply stop being a physician who does any, or many GI procedures on Medicare
patients. This behavior, the only viable alternative to shifting Medicare cases back to the
HOPD, would trigger greatly reduced access for Medicare beneficiaries, with the
inevitable results of later detection of many colorectal cancers, increased colorectal
cancer fatalities among Medicare beneficiaries, and higher resulting downstream costs as
patients with cancers detected at later stages require more cost-intensive care.

X. Additional measures that CMS needs to undertake if this rule is going to
proceed: longer phase-in, hold harmless, adoption of a bi-level approach

ACG believes that this CMS proposal for ASC payment reform is seriously ill-conceived
and, if adopted, would be disastrous. The agency needs to recognize the realities of this
complex field, ones that are not easily assimilated at first glance, as is so clearly
evidenced by the agency’s initial ASC payment reform proposal. This is not a situation
which can be repaired by a few palliatives. Rather, this rulemaking requires a complete
re-thinking and new approach, of necessity almost certainly a bi-level one, to help
compensate for the “costs exceed payments by —22%” situation in GI, as well as an
approach that will expand the definition of budget neutrality, and allow for the powerful
economic factors of case migration as part of budget neutrality projection. Such a
rulemaking must reflect accurate cost data, and recognize that such data debunks the
agency’s unsupported presumption that somehow, the costs of GI ASCs bear a
comparable relationship to the relative payment structure for GI procedures in the HOPD
payment system. ASCs and HOPDs are apples and oranges, not oranges and oranges..
While the agency’s total re-thinking is called for, our comments would not be complete
unless we mentioned briefly a few additional considerations that could and should be
factored into any new agency approach to the task of ASC payment reform.

The transition period is too short. The proposed transition period , essentially a one
year phase in of revised rates (the rule proposes a 50/50 rate split between current law
and the new amounts in 2008), is drastic and is not sustainable for ASCs. Especially as
some surgical specialties confront rate cuts of up to 30% under the proposed rule, a
slower transition period, gradually applying a blend of old and new amounts over a four-
year period, is necessary for ASCs to prepare for and respond smoothly to the new
system.

CMS also needs to adopt a key component of the Herger-Crapo approach, namely, to
provide a hold-harmless so that even if the percentage of HOPD payment declines for one
or more specialties as a new ASC payment structure is implemented, the losing
specialties are assured that their actual dollar payments will not decline. Rather, losers
can be held harmless at current payment levels until the calculation of their applicable




percentage of the HOPD payment actually exceeds the number of dollars being paid for
that service today.

But clearly, the best prospect to transform this ASC payment reform process so that it
does not precipitate huge case migration swings of undetermined consequences, and an
extraordinarily damaging degradation of the Medicare health care and access system, is
the necessity of adopting a bi-level approach. Obviously, this is the only realistic
conclusion to address what would otherwise be extremely devastating losses in GI that
would severely handicap the preventive screening fight against colorectal cancer.

Adopting a bi-level approach that pegged GI at about 1.25% of the payment level for
other specialty ASCs would substantially diminish GI losses, save Medicare money by
minimizing the costs of negative migration of GI cases from ASC to HOPD, and avoid a
public health debacle in further undercutting the already seriously underfunded struggle
to reduce the lethal toll of colorectal cancer through early screening. Physicians deserve
fairness, and Medicare beneficiaries deserve a system that works and saves lives, while
being cost efficient. We urge CMS to adopt this bi-level course in evolving this proposal.

a. Conclusion

In conclusion, CMS’s proposed changes to the ambulatory surgery center (ASC) payment
proposal:

(1) adopts too narrow a view of budget neutrality and does not
properly count savings that accrue when services, already
approved for ASCs migrate from the HOPD to the ASC. If
CMS counted those savings it would allow Medicare ASC
payments to be set at a higher, more realistic level. CMS
ignores also, under the heading of budget neutrality, the
profound cost increases for Medicare attributable to
negative migration as big losing specialties predictably
shift cases to the higher cost HOPD setting; a costly result
that can be avoided only if the final CMS rule is fair and
gives relief, most effectively through a bi-level system, to
GI and possibly other prospective big losing specialties;

(2) undercuts ASCs, and would cause many of these facilities,
which offer a lower cost option, to go out of business. This
will cause loss of small business jobs and revenues in most
Congressional districts; other ASCs would have to limit
access by Medicare beneficiaries;

(3) dramatically reduces the effectivevness of the Medicare
preventive colorectal cancer screening benefit, causing
unnecessary deaths from colon cancer as patient access is
confined to fewer screening sites, and beneficiaries wait
longer or simply decide not to be screened. CMS
reductions in physician payment for colonoscopies of about




40% since 1998 already have prompted consideration of
federal legislative intervention via S. 1010/H.R. 1632, to
try to reverse the damage to the screening benefit. If CMS
does chop off another 30% from GI ASC facility fees, the
colorectal cancer preventive benefit would be damaged
even more dramatically.

It is hard to believe that these are the results CMS is seeking; however, the only way to
avoid this outcome is to modify the proposed rule to avoid a decrease to the facility fees
to GI ASCs. This could alleviate the closure of very significant numbers of GI ASCs,
and thus avoid a reduction in access and CRC screening rates. It will also prevent an
increase in the number of GI procedures performed in the more costly HOPD setting.

Respectfully submitted,

David A. Johnson, M.D., FACG Edward Cattau, M.D., FACG

President Chair, ACG National Affairs Committee
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ATTACHMENT 2

LEGAL OPINION ON BUDGET NEUTRALITY

CONSIDERATIONS FOR HHS IN DESIGNING NEW ASC PAYMENT SYSTEM

Congress has given the Department of Health and Human Services (HHS) broad
authority to develop a new Medicare payment system for ambulatory surgical centers (ASCs).
HHS and the Centers for Medicare and Medicaid Services (CMS) should use this opportunity to
accomplish the following policy goals:

e Achieve cost savings for the Medicare program;

e Provide savings to Medicare beneficiaries;

e More closely align payments across the different sites of service for outpatient
surgery;

e Promote competition among the providers of outpatient surgical services, especially
ASCs and hospital outpatient departments (HOPDs); and

¢ Encourage increased transparency among Medicare providers, including transparency
on price and quality of care.

These goals are fully compatible with the mandate given to HHS in the Medicare
Modernization Act of 2003 (MMA), which simply directed the Secretary to develop a “revised”
payment system for surgical services furnished in ASCs. While the MMA is short on specifics —
other than that the new system be implemented by not later than January 1, 2008 — it does
include additional statutory parameters to help guide HHS’s development of the revised ASC
payment system:

First, MMA requests a Government Accountability Office (GAO) study comparing the
relative costs of procedures furnished in ASCs to the relative costs of procedures
furnished in HOPDs, as well as recommendations on the appropriateness of using the
hospital outpatient prospective payment system (HOPPS) as the basis for the new ASC
payment system. Although the GAO report was due by January 1, 2005, the report is not
yet complete. Furthermore, it is unclear whether the GAO has compared relative costs
between these two settings and/or whether GAO will make recommendations.

Second, MMA provides that the revised ASC payment system should be designed to
result in the same aggregate amount of expenditures in the first year of the revised ASC
payment system that would have been made if HHS had not revised the ASC payment
system. In addition, the Deficit Reduction Act of 2005 (DRA) caps payments for certain
procedures furnished in ASCs at the HOPD amount for those procedures, beginning
January 1, 2007.

These statutory parameters provide HHS broad latitude in developing a revised ASC
payment system.

To achieve the policy goals set forth above, however, it is essential that the budget
neutrality provisions in MMA be interpreted and applied to include cost savings that will be
realized from the inevitable shift of services currently performed in HOPDs to lower cost ASCs
following implementation of the new payment system. Otherwise, if budget neutrality is applied




only to ASC services, the result will be substantial cuts in ASC reimbursement that will
significantly undermine the viability of ASCs serving as an effective competitive alternative to
HOPDs.

With that in mind, the remainder of this paper sets forth the case for a broad reading of
the budget neutrality requirement in MMA, consistent with (1) the statutory language, (2) the
legislative history and context underlying MMA, and (3) other comparable situations, where
CMS has applied its budget neutrality obligations in ways that took into account anticipated
changes in behavior, like the shift of procedures from HOPDs to ASCs that is likely to occur
following implementation of the new ASC payment system.

PoLICY GOALS

Achieve savings to the Medicare program and Medicare beneficiaries. As surgical
procedures have shifted over time from inpatient to outpatient settings, the costs to the Medicare
program for these procedures (by individual procedure) have decreased. However, Part B
expenditures in this area have grown. A revised ASC payment system could be used as one tool
to reduce the cost of outpatient surgical procedures by allowing ASCs to compete on a more
level playing field with HOPDs. When outpatient surgical services are performed in ASCs, the
Medicare program and Medicare beneficiaries save money.' As technology and practice
protocols have advanced, ASCs can now safely perform many procedures that are currently not
covered by the Medicare program when performed in an ASC. Therefore, these procedures
continue to be provided in HOPDs, in most cases at greater cost to the Medicare program, as
well as to beneficiaries. Under the statute, Medicare beneficiaries pay a 20% copayment for all
services received in ASCs. However, under the statute, beneficiary copayments for HOPD
services can be as high as 40%, and, according to the Medicare Payment Advisory Commission
(MedPAC), in 2004 were as high as 34%.

More closely align payments across sites of service delivery and promote competition
among providers of outpatient surgical services. CMS has recently observed that many small
orthopedic or surgical specialty hospitals “may describe themselves as hospitals rather than
ASCs, in part to take advantage of the more favorable payment rates” that apply under HOPPS,
as opposed to the current ASC payment system.2 For the same reason, many procedures that
could be performed in ASCs are instead routinely performed in HOPDs because ASC payment
rates do not adequately cover facility costs. By reforming the ASC payment system to diminish
payment disparities that encourage artificial incentives for the creation of small orthopedic or
surgical hospitals and the provision of procedures in HOPDs, CMS will lower costs to the
Medicare program while, at the same time, promote healthy competition. However, if HHS
develops an ASC payment system that substantially underpays ASCs relative to HOPDs, market
forces will work to keep procedures in the hospital setting. The end result will be continued
barriers to effective competition and reduced access for Medicare beneficiaries. Without
payment parity across sites of service, potential providers of surgical services may be

' The HHS Office of Inspector General (OIG) examined the costs of 424 procedures performed in both ASCs and
HOPDs and determined that 66% of these procedures were performed in ASCs at a lower reimbursement rate.
Payment Procedures in Qutpatient Departments and Ambulatory Surgical Centers, OEI-05-00-00340, Jan. 2003.
2 Testimony of Mark B. McClellan, MD, PhD, Administrator, Centers for Medicare & Medicaid Services, Before
the House Committee on Energy and Commerce Hearing on Specialty Hospitals: Assessing Their Role in the
Delivery of Quality Health Care (May 12, 2005).

-2



unintentionally encouraged by the Medicare program to invest in building and expanding
hospitals, rather than ASCs.

Encourage increased transparency among Medicare providers. Equal competition
among hospitals and ASCs also should include price transparency, especially with regard to
beneficiary co-payment obligations. This would empower beneficiaries to make more informed
choices about the cost of the services they receive. CMS also should consider other
opportunities to promote transparency in its development of the revised ASC payment system.

THE BUDGET NEUTRALITY PROVISION

Section 626 of MMA directs the Secretary to consider the budgetary baseline impacts of
the revised ASC payment system. Specifically, that section provides that:

“(ii) In the year the system described in clause (i) is implemented
[i.e., the revised ASC payment system], such system shall be
designed to result in the same aggregate amount of expenditures
for such services as would be made if this subparagraph did not
apply, as estimated by the Secretary.” (Emphasis added.)

The key to interpreting this budget neutrality provision is the underlined phrase,
particularly the words in bold — that is, what “such services” are covered by this provision and
how is their “aggregate” impact to be measured? Looking only at the statutory text, the most
logical reading of the term “such services” is that it relates to “such system” referenced in
parallel form earlier in the same sentence, thus meaning the services covered by the new ASC
payment system. With that established, “aggregate” expenditures then refers, by its plain
meaning, to “total” or “overall” Medicare expenditures for the services covered by the new
system. In other words, under this provision, budget neutrality is to be measured by reference to
the impact the new ASC payment system will have on overall Medicare expenditures for the
total package of services covered by the system. Thus, if, as we anticipate, the new payment
system will expand coverage to include additional procedures not currently on the Medicare
ASC list, the budget impact is to be evaluated to include any savings that will be achieved
through the performance of those procedures in ASCs, rather than in HOPDs. The statute
recognizes that this is not capable of precise measurement; thus, it only requires that the system
be “designed” to achieve this result, “as estimated by the Secretary.”

The alternative way to measure budget neutrality would be by reference to ASC
payments only — that is, the new payment system could not result in overall ASC expenditures
being greater than they would be without the new system.’ The problem with such an approach
is that if CMS significantly broadens the list of covered ASC procedures, as Secretary Leavitt
indicated is the plan (in a December 2005 letter to Senator Mike Crapo), ASCs will be able to
perform hundreds of additional procedures for Medicare beneficiaries that currently are
performed only in HOPDs. Thus, budget-neutrality, if applied to avoid any aggregate increase in
ASC payments, would necessitate drastic, across-the-board reductions in payments for all ASC
services to a level that would not be sustainable for the ASC community. Many ASCs could be

3 We presume that even under this alternative interpretation, CMS would make the kinds of routine adjustments for
changes in case mix and volume that historically have been applied in assessing budget neutrality.
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forced to discontinue providing Medicare services, thus reducing patient choice and harming
beneficial competition for outpatient surgery.

Fortunately, the statute does not compel this result. By its plain language, Section 626
calls for budget neutrality to be measured by reference to the new ASC payment system, and that
system’s impact on “aggregate” Medicare expenditures for all of the services it covers, “as
estimated by the Secretary.” Under traditional canons of statutory construction, that should
resolve the issue and define the approach CMS should follow. See Barnhart v. Sigmon Coal Co.,
534 U.S. 438, 450 (2002) (if the statutory language is unambiguous, then the inquiry ceases).

If there is doubt in that regard, then the “statutory language must always be read in its
proper context.” McCarthy v. Bronson, 500 U.S. 136, 139 (1991). While statutory interpretation
begins with the express language of the statute, “[i]n expounding a statute, we must not be
guided by a single sentence or member of a sentence, but look to the provisions of the whole law,
and to its object and policy.” United States Nat’l Bank of Oregon v. Indep. Ins. Agents of
America, Inc., 508 U.S. 439, 455 (1993) (citations omitted). In this case, we believe the overall
object and policy behind MMA further supports application of budget neutrality in a way that
accounts for the cost savings to be achieved through the expanded provision of services under
the new ASC payment system.

THE MMA SEEKS TO PROMOTE EFFECTIVE COMPETITION

Looking at the “whole law,” its “object and policy” requires a broader examination of
MMA. The preamble to the law states that one of its purposes is to modernize the Medicare
program. “Modernizing” Medicare includes expanding the role of private market forces in the
program. Indeed, in MMA, Congress explicitly created an enhanced role for private health
plans, disease management companies and private pharmacy benefit managers to compete on a
local, regional and national basis to deliver enhanced Medicare benefits, most notably including
outpatient prescription drugs. These entities submit bids in open competition free from
government interference; health and drug plans must meet certain baseline benefit standards, but
are encouraged to compete on cost and quality. These private market forces, and the value of
head-to-head, level playing field competition, have served to lower the cost of health care, while
at the same time increase the quality of care received by Medicare beneficiaries. Fostering
competition is one of the primary tools utilized by Congress in the MMA to achieve cost savings
for the Medicare program. In other aspects of the program, Congress has developed competitive
bidding programs to produce savings in the areas of durable medical equipment, clinical
diagnostic laboratory services, and certain physician-administered outpatient drugs.

The same approach to promoting market competition can be seen in the ASC provisions
of MMA. Congress clearly recognized that many surgical procedures that are performed in
HOPDs can also be performed in ASCs. Thus, Congress mandated the creation of a new
payment system for ASCs and directed GAO to consider the appropriateness of basing that
system on HOPPS. Congress’s clear intention was to consider an ASC payment system that was
similar to the HOPPS, thus providing a more level playing field between similar settings.
Congress no doubt hoped this would lead to the migration of procedures from the more-costly
HOPD setting to the ASC setting. The collective group of “such services” would include those
procedures currently performed only in HOPDs, but that may be performed in ASCs upon
implementation of the revised ASC payment system. In other words, the dynamic nature of the
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HOPD/ASC marketplace should be considered, and we believe the Secretary should approach
the budget neutrality provision with the same breadth Congress did when it enacted Section 626,
which is to say with a depth that includes the cost impact of all outpatient surgical services
performed across all service lines, not just ASCs.

In short, the MMA should be read in the context of Congress’ goal to modernize
Medicare, improve patient choice, and lower the cost of services, including outpatient surgery, to
the program and its beneficiaries. The Secretary’s own Inspector General noted that the majority
of procedures currently performed in ASCs and HOPDs can be performed at a lower cost in the
ASC setting. A revised ASC payment system that ensures reasonable reimbursement rates will
reduce the costs of those outpatient procedures to Medicare, thus fulfilling the intention of
Congress when it sought to modernize payments for ASCs. Moreover, improved patient access
to ASC services will result in lower out-of-pocket costs for beneficiaries. ASC copayments are
20% of the service’s cost; copayments for the same service in the HOPD can be as high as 34%.

The MMA was designed to modemize Medicare, lower cost, and improve patient choice
through increased competition. Thus, the proper lens through which a revised ASC payment
system should be viewed involves lowering the cost of outpatient surgery. For the majority of
surgical procedures, where such services are performed in an ASC setting instead of an HOPD
setting, we believe Medicare’s costs will be lower; that ASCs can and will provide such services
in a safe and more efficient way than other providers.

OTHER APPROACHES INVOLVING BUDGET NEUTRALITY

Numerous statutory and regulatory references to budget neutrality exist in changes to
various payment systems instituted by Congress and implemented by HHS over the years.
Generally, when CMS prepares to implement payment system reform through the rulemaking
process, interpretations tend to lean toward a measure of the same total payment for the same
class of providers. Crafting a budget neutral payment system in the instance of ASC payment
reform is challenging as this payment system could affect multiple classes of providers (i.e.,
HOPDs, ASCs and physicians).

In general, CMS considers total payments to providers based upon a particular class of
service. For example, when moving from a cost-based system to a prospective payment system,
the focus is making changes to payments within that specific system (e.g., inpatient rehabilitation
facilities, skilled nursing facilities). Rather than renew or remake a new payment system with
new money, budget neutrality provisions tend to force CMS to reconfigure old systems to pay for
new ones within the narrow context of services offered by those same providers in the previous
year. CMS’ conclusions can be driven, however, by how it chooses to define “services” in the
context of a particular issue.

Statutory budget neutrality language often includes the narrowing phrases “under this
part” or “under this title” to refer to the application of the budget neutral limitation on aggregate
spending. Section 626, however, does not include this language. CMS therefore has
considerable latitude to define the overall dollar pool broadly in the context of a revised ASC
payment system.

What follows is a selected summary of statutory and regulatory approaches to the budget
neutrality concept used by CMS in implementing payment system reform. These approaches
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provide further historical justification for a broad application of budget neutrality with respect to
ASC payment reform.

INPATIENT REHABILITATION FACILITY (IRF) PROSPECTIVE PAYMENT SYSTEM

In the IRF PPS final rule, CMS discussed how it would adjust payments in future years in
order to facilitate budget neutrality, in part by making changes to the conversion factor, wage
adjustments, outlier payments, and relative weights during the transition to the new payment
system.” CMS discussed the application of budget neutrality in broad terms, recognizing that the
new IRF PPS could lead to new practice patterns — an outcome likely under Section 626 as well.
Specifically, CMS recognized and discussed the implications of changes in efficiency, site
utilization, and behavioral modifications providers would make in adapting to the new payment
system. The behavioral offsets of physicians played an important role in this discussion of
budget neutrality:

“This provision requires the Secretary, in establishing budget
neutral rates, to consider the effects of the new payment system on
utilization and other factors reflected in the composition of
Medicare payments...The purpose of the budget neutrality
provision is to pay the same amount under the prospective payment
system as would have been paid under the excluded hospital cost-
based payment system for a given set of services, but not to pay
that same amount for fewer services furnished as a result of the
inherent incentives of the new prospective payment system. Thus,
our methodology must account for the change in practice patterns
due to new incentives in order to maintain a budget neutral
payment system. _Efficient providers are adept at modifying and
adjusting practice patterns to maximize revenues while still
maintaining optimum quality of care for the patient. We take this
behavior into account in the behavioral offset.” > (Emphasis
added.)

We believe that similar behavioral offsets will occur in the presence of a revised ASC
payment system. Such behavioral “offsets” will occur as the result of service migration from
higher-cost HOPD settings to lower-cost ASCs. If efficient providers determine that higher
quality outpatient surgical services can be delivered in ASCs at lower costs to the Medicare
program and its beneficiaries, lower aggregate spending for outpatient surgical services may
result — an outcome made less likely by a narrow application of budget neutrality that unduly
constrains ASC payments. The IRF PPS transition accounted for behavioral changes among
efficient providers. As it develops the revised ASC payment system, CMS should similarly take
into account the likely migration of services from HOPDs to ASCs, which has the potential to
lower “aggregate” Medicare costs.

HOME HEALTH PROSPECTIVE PAYMENT SYSTEM

*70 Fed. Reg. 41,316 (August 7, 2001).
5 66 Fed. Reg. 41,366 (August 7, 2001).




The creation of the home health prospective payment system also offers an instructive
precedent for a broad interpretation of Section 626. The Balanced Budget Act of 1997 mandated
the implementation of a prospective payment system for Medicare home health services which
would bundle a number of previously separately billed services into a single payment amount.
Congress directed that this new system be budget neutral. This required the Secretary to develop
a means of incorporating the cost of what previously were separately billed services into a single
budget neutrality equation.

To determine the budget neutrality adjustment, we use our most current
estimate of incurred costs for home health expenditures in FY 2001 under
the interim payment system (IPS). Under the President's FY 2001 Budget
assumptions, we are projecting this amount to be 311,273 million. This
amount includes the medical supplies which were billed separately under
IPS but will be bundled under PPS. Our best estimate of what would be
spent in F'Y 2001 on Part B therapies not currently included in the home
health benefit but which will be covered by the benefit under the PPS is
3109 million. We did not include this in the home health spending for the
FY 2001 budget because we had not yet determined it needed to be added
to the spending target. We are adding 3109 million to the $11,273
million to determine the total spending target for home health PPS
spending, $11,382 million.’

This approach allowed the Secretary to take into account the budget effects of services
migrating from one payment system to another in order to achieve the congressional objective of
budget neutrality without setting payment levels artificially low for home health providers. The
Secretary should adopt a similar approach in assessing the budget effects of proposed changes in
the ASC payment system that are likely to encourage even greater migration of services across
payment settings.

DEMONSTRATION PROJECTS

When it comes to congressionally-mandated or administratively-selected demonstration
projects, CMS often makes greater conceptual leaps in applying budget neutrality than it does
under statutory mandates for reforming specific payment systems. As an example, when
considering the implementation of a congressionally-mandated demonstration program for rural
community hospitals to “test the feasibility and advisability of establishing ‘rural community
hospitals’ for Medicare payment purposes for covered inpatient hospital services furnished to
Medicare beneficiaries,” the statute mandated that such a program be budget neutral.

But in discussion of the issue in the context of the Final Rule, CMS noted that Section
410A of Public Law 108—173 requires that:

“In conducting the demonstration program under this section, the
Secretary shall ensure that the aggregate payments made by the
Secretary do not exceed the amount which the Secretary would

% 65 Fed. Reg. 41,186 (July 3, 2000).




have paid if the demonstration program under this section was not
implemented. Generally, when CMS implements a demonstration
on_a budget neutral basis, the demonstration is budget neutral in
its own terms; in other words_aggregate payments to the
participating providers do not exceed the amount that would be
paid to those same providers in the absence of the demonstration.
This form of budget neutrality is viable when, by changing
payments or aligning incentives to improve overall efficiency, or
both, a demonstration may reduce the use of some services or
eliminate the need for others, resulting in reduced expenditures for
the demonstration participants. These reduced expenditures offset
increased payments elsewhere under the demonstration, thus
ensuring that the demonstration as a whole is budget neutral or
yields savings. & (Emphasis added.)

CMS goes on to state that it is well aware of the limitations inherent in such an approach.

“However, the small scale of this demonstration, in conjunction
with the payment methodology, makes it extremely unlikely that
this demonstration could be viable under the usual form of budget
neutrality. Specifically, cost-based payments to 15 small rural
hospitals is likely to increase Medicare outlays without producing
any offsetting reduction in Medicare expenditures elsewhere.
Therefore, a rural community hospital’s participation in this
demonstration is unlikely to yield benefits to the participant if
budget neutrality were to be implemented by reducing other
payments for these providers. In order to achieve budget
neutrality, as we proposed, we are adjusting national inpatient
PPS rates by an amount sufficient to account for the added costs of
this demonstration. In other words, we are applying budget
neutrality across the payment system as a whole rather than
merely across the participants of this demonstration. (Emphasis
added). We believe that the language of the statutory budget
neutrality requirement permits the agency to implement the budget
neutrality provision in this manner. This is because the statutory
language refers merely to ensuring that ‘‘aggregate payments
made by the Secretary do not exceed the amount which the
Secretary would have paid if the demonstration * * * was not
implemented,’’ and does not identify the range across which

aggregate payments must be held equal. = (Emphasis added.)

Likewise, in reviewing the requirements for budget neutrality in the context of a
Chiropractic Demonstration Project, CMS stated that:

“The statute requires the Secretary to ensure that the aggregate
payments made under the Medicare program do not exceed the

769 Fed. Reg. 49,183 (August 11, 2004).
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amount that would have been paid under the Medicare program in
the absence of this demonstration. Ensuring budget neutrality
requires that the Secretary develop a strategy for recouping funds
should the demonstration result in costs higher than would occur
in the absence of the demonstration. We will first determine over
the two-year demonstration whether the demonstration was budget
neutral. If the demonstration is not budget neutral, we plan to meet
the legislative requirements by making adjustments in the national
chiropractor fee schedule to recover the costs of the demonstration
in excess of the amount estimated to yield budget neutrality. We
will assess budget neutrality by determining the change in costs
based on a pre-post comparison of costs and the rate of change for
specific diagnoses that are treated by chiropractors and physicians
in the demonstration sites and control sites. We will not limit our
analysis to reviewing only chiropractor claims because the costs of
the expanded chiropractor services may have an impact on other
Medicare costs.”” (Emphasis added.)

In this context, CMS appeared to recognize the effect of the demonstration on other
Medicare costs and how those costs related specifically to chiropractic care.

Likewise, CMS should construct a revised ASC payment system that contemplates other
Medicare cost changes, especially anticipated cost reductions associated with service migration
from more costly HOPD settings to less costly ASCs.

CONCLUSION

Congress enacted the MMA to modernize Medicare, improve patient choice, and lower
costs. Outpatient surgery is recognized as a valuable, high quality service for Medicare
beneficiaries. Congress acted upon the opportunity to moderize and lower the cost of outpatient
surgical services by encouraging competition between sites of services for such services, namely,
ASCs and HOPDs. The Secretary should adhere to Congress’ intent by designing a payment
system that improves patient choice and lowers program costs, by improving and enhancing
access to outpatient surgical services in ASCs, and by applying the budget neutrality provision in
a broad and dynamic way — consistent with these policy goals and the language of the statute —
that recognizes the new payment system’s effects not just on payments to ASCs, but also its
overall cost savings to the Medicare program.

%70 Fed. Reg. 4,132 (January 28, 2005).




Migration Analysis 2008 Estimates: 65%

Based on CMS fie with Estimated 2008 payments and wolume AttaChment #3
Table 3:84% and 62% @ 65% BN
2008 Current % of2000 | Total Costof | Assumed
Payment (85% Percent OPPS pay for | Proposed Leg| Migration for | Total Costof | 2008 pay
BN) New Payment| Changs Cost ASC Services per 100 BN Migration equivilent
Gastroenterology 84.2 84 -0.4%)| 0 20.7 -8| 0%) 0 89
[Pain/Neurobogy 80.5) 62) -22.8%| 18 8.2 151 -2%)| | 66
Pulmonary 67.5 62 -7.9% -5) 0.1 0 1% of 66
Ophthaimology 66.4 62 -6.3%) 4 46.7 -196 1% 18} 66
Dermatology 63.8 62| -2.5% -2 2.7 -4 -1% 1 66
Urology 51.9 62 19.7% 10) 3.3 34 13%) -16 66
Otolaryngology 40.9 [& 51.9%) 21 1.7 35 18%) -11 66
General Surgery 401 6: 55.2% 22 1.9 41 18%) -13 66
\Vascular 37.4 62 ©66.3% 25| 0.6 14 19%: -4 86
Orthopedics 36.2 62 71.6%)| 26 13.8 357 21%j -109 66
OB/GYN 35.9 62 73.1% 26 0.4 9 19% -3 66
131 3% 131]

11/7/2006 1 65% Budget Neutrality




Migration Analysis 2008 Estimates: 65%
Based on CMS fie with Estimated 2008 payments and volume AttaChment #3

Table 1: an
2008 Current % of 2008 | Total Costof |  Assumed

Payment (5% Percent OPPS pay for | Proposed Leg| Migration for | Total Costof | 2008 pay

BN) New Payment| Change Cost ASC Services |  per 100 BN Migration equivilent
Gastroenterology 84.2 84 0.0%) 0 20.7] 0 0%) [¥) 89
Pain/Neurology @ 65 -19.3%) 16 82 128 -2%) G| =
Pulmonary 67.5 65| 3.7% -3 0. 0 1%| 69)
Ophthaimology 66.4] 65 -2.1%] -1 46.7 64 A%| 16| @I
[Dermatology 63.8] 5] 1.9%] 27 3 9% 9| 69
Urology 51.9 65] 25.2%) 13 3.3] 44 33%) -39] 69|
Ototaryngology 40.9 65 58.8%| 24 1.7] 40 50%f -29| 69
General Surgery 40.1 65 62.3%) 25 19 47 80% E | 69
Vascular 37.4 65| 73.8%) 28| 0.6 15| 50%] -10] 69
Orthopedics 36.2 es_i} 79.4%) 29| 13.8| 395 54% -26 69)
OB/GYN 35.9) 65| 81.0%) 29| 0.4] 10 50% % 69|
| | 363 10%] -36 69)

11/712008 1 65% Budget Neurality




Migration and Cost Analysis at 65% Budget Neutrality:

CMS Presentation Attac h ment #4
Table 2: SWN; based on survey results
2008 Current %ot2008 | TotsiCostof | Assumed
Payment (63% Percent OPPS pay for | Proposed Leg| Migration for | Total Cost of 2008 pay
BN) New Payment| Change Cost ASC Services per 100 BN Migration equivilent
Gastroenterology 84.2 65 -22.4% -19 20.7 -391 -15% 108] 86
Pain/Neurology 80.5 65 -18.8% -15 8.2 -125 -2% [§ 69
Puimonary 67.5 65 -3.2% -2 0.1 0 -1% [y 69|
Ophthatmology 66.4 65 -1.5% -1 46.7 -48 -1% 16 69|
Dermatology 63.8 65 2.4% 2 2.7 4 3% -3 69
Urology 51.9 65 25.8% 13 3.3 45 9% -10! 69
Otolaryngology 40.9 65 59.7% 24 1.7 40 12% -7| 69
General Surgery 40.1 65 63.2% 25 1.9] 47 12% -8 69
Vascular 37.4 65 74.7% 28! 0.8 16 17% -3 69
Orthopedics 36.2 65 80.3% 29 13.8 400 20% -95| 69|
OB/GYN 35.9 65 81.9% 29 0.4 11 20% -2| 69
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CMS
Hospital Median Costs vs. 2006 Q1 HOPPS Rates

10/16/2006 35%

20 7
2006 Q1
HOPD Rate CMS Median

Specialty CPT4 (Unadjusted) Cost Margin Winner
Gl 45378 $509.34 $452.02 $57.32 1
Gl 43239 $480.03 $475.02 $5.01 1
Gl 45385 $509.34 $553.54 ($44.20) 0
Gl 45380 $509.34 $527.62 ($18.28) 0
Gl 43235 $480.03 $395.24 $84.79 1
Gl 45384 $509.34 $577.63 (368.29) 0
Gl G0121 $449.56 $449.07 $0.49 1
Gl G0105 $449.56 $448.88 $0.68 1
Gl 43249 $480.03 $659.50 ($179.47) 0
Gl 45383 $509.34 $578.11 ($68.77) 0
Gl 43248 $480.03 $484.31 ($4.28) 0
Gl 43450 $315.23 $278.16 $37.07 1
Gl 43246 $480.03 $594.78 ($114.75) 0
Gl 43760 $133.15 $149.63 ($16.48) 0
Gl 43262 $1,107.92 $1,357.46  ($249.54) 0
Gl 43259 $480.03 $616.75 ($136.72) 0
Gl 43247 $480.03 $465.41 $14.62 1
Gl 43264 $1,107.92 $1,278.69 ($170.77) 0
Gi 43251 $480.03 $546.56 ($66.53) 0
Gl 45331 $280.21 $336.52 ($56.31) 0

65%

Loser

13
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Attachment #5

Margin %
12.7%
1.1%
-8.0%
-3.5%
21.5%
-11.8%
0.1%
0.2%
-27.2%
-11.9%
-0.9%
13.3%
-19.3%
-11.0%
-18.4%
-22.2%
3.1%
-13.4%
-12.2%
-16.7%



Migration and Cost Analysis at 65% Budget Neutrality:

CMS Presentation Attachment #6

, Simulated Cost | ASC Payment|  Margla:
2007, w/ DRA
|Reductions $380.89 $430.20 11%
2008, 50% Blend
BN=62%) $396.13 $379.30 -4%
2009, Full
Implementation
(BN=61.4%) $411.98 $338.12 -22%

117712006

Cost vs. Payments for All Gl Services, 2007 - 2009

1% 4%

2007, w/ DRA Reductions

2008, 50% Blend (BN=62%) 2009, Full Implementation

(BN=61.4%)

BASC Inflated Simulated Cost MASC Paymenﬂ




Migration and Cost Analysis at 65% Budget Neutrality:

CMS Presentation AttaChment #71
Table 2: 81% and 65% @ 65% BN _
2008 Current k %.of 3008 Total Cost of Assumed
Payment (65% Percent Yo OPPS pay for | Proposed Leg| Migration for | Total Costof | 2008 pay
BN) New Payment Cost ASC Services | ' per 100 " BN Wigration squivilent
Gastroenterology 84.2 81 4.1% -3 20.7 -72 -2% 8 86
Pain/Neurology 80.5 65 -19.3% -16) 8.2 -128 -2% 6 69
Pulmonary 67.5 65 -3.7% -3 0.1 0 -1% 0 69
Ophthalmology 66.4 65 -2.1% -1 46.7 -64 -1% 16 69
Dermatology 63.8 65 1.9% 1 27 3 8% -8 69
Urology 51.9 65| 25.2% 13 33 44 36% -42 69
Otolaryngology 40.9 65 58.8% 24 1.7 40 41% -24 69|
General Surgery 40.1 65 62.3% 25 1.9 47 41% -27 69|
Vascular 37.4 65 73.8% 28 0.6 15 41% -8 69
Orthopedics 36.2 65 79.4% 29| 13.8 395 43% -207 69|
OB/GYN 35.9 65 81.0% 29| 0.4 10 43% -5 69
291 -291]

11/712006




ACG ASC Migration Survey Results: Selected Questions Attachment #8

Question 1: If Medicare drops payments by the indicated percnets, by what perenthTl your Medicare and commercial payment

mix change?
ﬁymentheduction hange in Medicare Patients Ehange in Commercial Patients
41% expect no change in quantity; 44% expect no change in quantity;
28% will reduce quantity between 1-5%; 28% will increase quantity between 1-5%;
-5% 20% will reduce quantity between 6-20% 24% will increase quantity 6-20%

42% will reduce quantity between 1-10%; 17% expect no change in quantity;

20% will reduce quantity between 11-20%; |30% will increase quantity between 1-10%;
-10% 4% will eliminate Medicare patients 41% will increase quantity 11-20%

14% will reduce quantity between 1-10%; |12% expect no change in quantity;

28% will reduce quantity between 11-20%; |36% will increase quantity between 11-30%;
-15% 25% will eliminated Medicare patients 32% will increase quantity over 30%

19% will reduce quantity between 40-50%; [12% expect no change in quantity;

15% will reduce quantity between 70-90%; |20% will increase quantity between 41-50%;
-20% 33% will eliminate Medicare patients 21% will increase quantity over 50%

Question 2: At what payment level wﬂou stop
accepting and treating Medicare patients?

n=28
Percent of

Payment Level Facilities
0-5% 3.6%
5-10% 3.6%
11-20% 10.7%
21-30% 10.7%
31-40% 3.6%
41-50% 3.6%
51-60% 3.6%
61-70% 7.1%
71-80% 21.4%
81-90% 25.0%
9T-100% 71%

100.0%

Question 3: Do you expect the waiting time for

Medicare patients between the date it is determined
they need a procedure to the date the procedure is
performed will be longer, shorter, or about the same,
once the proposed payment changes take effect?

n=29
Response Percent of
Facilities
Longer wait 89.7%
Shorter wait 0.0%
About the same wait time 10.3%
100.0%

Question 11: Assuming the changes proposed by CMS for Medicare ASC
__payments are implemented:
Yes No N=

a. Do you expect that your ASC
would close its business? 18% 82% 28 100.0%
c. Would you expect to increase the
total number of hours per week that
Ithe ASC treats patients? 7% 93% 27 100.0%
f. Would you expect a reduction in
the total number of employees at
our ASC? 79% 21% 28 100.0%
. Would you expect a reduction in
the average compensation level
(salary and benefits) for the ASC's
employees? 68% 32% 28 100.0%

11/9/2006 1
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September 3, 1998

Health Care Financing Administration
Department of Health and Human Services
Attention: BPD-1006-P

P. O. Box 26688

Baltimore, Maryland 21207-0488

Re:  Comments on Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule, Other Part B Payment Policies, RIN 0938-AH94, 42
CFR Parts 400, 405, 410 and 414

The American College of Gastroenterology (ACG) is pleased to provide these
comments with respect to HCFA’s proposal to modify the practice expense component
of the Medicare Part B Physician Fee Schedule and other related topics.

1. INTRODUCTION

The American College of Gastroenterology (ACG) is a physician organization
representing gastroenterologists and other gastrointestinal specialists. Founded in 1932,
the College currently numbers nearly 7,000 physicians among its membership. While
the majority of these physicians are gastroenterologists, the College’s membership also
includes surgeons, pathologists, hepatologists and other specialists in various aspects of
the overall treatment of digestive diseases and conditions. The College has chosen to
focus its activities on clinical gastroenterology--the issues confronting the
gastrointestinal specialist in treatment of patients. The primary activities of the College
have been, and continue to be, educational.

The American College of Gastroenterology is very concerned with respect to the etfort
by the Health Care Financing Administration (HCFA) to implement a new methodology
for computing the practice expense component of the Medicare physician fee schedule.
We believe that HCFA'’s implementation of this policy, without the benefit of accurate,
truly independent, verifiable data on actual physician practice expenses has the potential
to wreak considerable havoc on the medical community, with adverse effects on patient
care.

Annual Scientific Meeting and Postgraduate Course

October 9 - 14, 1998, Sheraton Boston/Copley Marriott/Hynes Convention Center, Boston, Massachusetts



Acting under provisions of the Omnibus Budget Reconciliation Act of 1994 (OBRA 1994),
updated via the Balanced Budget Act of 1997, HCFA’s Notice of Proposed Rulemaking (NPRM)
proposes 10 make major modifications 1o the existing Medicare Fee Schedule by changing the
method for computing the practice expense component of the fee, which accounts for about 50%
of the Medicare payment to providers. If implemented in its current form, this modification to
the Fee Schedule would have an especially devastating and adverse impact on fees for
endoscopic services as well as surgical services. Payments to gastroenterologists would drop by
approximately 20% below what they are this year. Even with the new mandate from Congress
for a one-year delay and tour-year phase-in, the substantive issues remain unchanged in many
respects. Regardless of when/if, a rule similar to this proposal is ultimately implemented, it will
represent a fundamental setback for all stakeholders in health care. The plan HCFA is proposing
is not a budget-cutting effort that will help to balance the budget or save federal dollars. HCFA’s
program is not about Medicare reform--but it would constitute a preemptive re-distribution of
income in the medical community that would leave many physician practices tinancially
devastated. with reductions in statfing and the concomitant negative impact on ability to deliver
quality patient care.

Congress clarified its intent by specifying that the Secretary utilize, to the “maximum extent
practicable™ generally accepted cost accounting principles which (i) recognize all staff,
equipment, supplies and expenses, not just those that can be tied to specific procedures, and (ii)
use actual data on equipment utilization and other key assumptions. Congress also directed
HCFA to consult with organizations representing physician specialties regarding the
methodology and data to be used and to develop a refinement process to be used during each year
ot the four-year transition.

Because continuing refinement of the underlving data is necessary, and because real limitations
are being placed on HCFA's resources as a consequence ot the “Year Two Thousand” (" Y2K”)
problem, a tfour-year transition period is inadequate. HCFA should either seek additional time
from Congress to implement the rule or otherwise extend the phase-in period.

HCFA did secure the services of an outside contractor to compile independent data and the
agency had projected that the database would be completed by Spring, 1996. This deadline was
not met. In 1996, HCFA canceled its contract with the outside contractor and assumed
responsibility for completing the data collection and analysis--tasks which were not timely or
appropriately completed. Despite the lack of reliable data, HCFA still published the initial
proposal last year and has issued a second proposal on new premises published in this latest
proposed rule. HCFA needs to document practice expenses using independent data and analyze
the resulting data to test different ways for estimating practice costs for the different CPT
codes/services in the fee schedule. Even after Congress mandated an additional year to permit
collection of real data, HCFA has failed to do so, turning instead to the AMA’s SMS database,
compiled for a wholly different purpose and deficient in many respects for practice expense data.
Through a series of gymnastic statistical adjustments, the agency arrived at what HCFA claims is
a reliable source of data.

[



Although HCF A appears to have abondoned its efforts to collect such data through direct
surveys, the legal requirement to base practice expense RVU on actual data has not changed.
Indeed, the BBA actually affirms and reinforces those requirements.

HCFA has not gathered the necessary data but seems prepared to skip over that part of the job
and simply announce a modification to Medicare fees that would drastically reduce what the
government pays for most major diagnostic and surgical services.

[t is difficult, if not impossible, to find anything that costs less today than it did ten years ago.
Costs for food, electricity, and transportation have all risen. So have the rents, staff salaries,
employee benefits, and costs for purchasing and maintaining new equipment in physician offices
needed to serve their patients better. Health insurance costs have increased. But what the
Federal government pays for the services and procedures that gastroenterologists provide has
gone down-Medicare pavments for many services have already dropped by 50% or more since

1987.
TABLE 1
HCFA'’s Proposed Fee Schedule Payment
1987 1997 1998 Reimbursement Proposed Reimbursement % Change in Rates for
Fee Fee (With new Practice Expense Changes Qutpatient Procedures From
Per HCFA's Junc 1998 Proposal) 1998 rates 1987 Rates
SERVICE OQutpatient (RVE) Office (RVY) Outpatient (RV Office (RVU)
EGD (43234) $344.22 S5165.17 3$165.82(4.52) $179.03 (4.88) $116.29(3.17) S170.96 (4.66)  -30% -06%
EGD (43235) N/A S194.61 S194.80(5.31) $210.95 (3.75) $134.27 (3.66) S237.73(648)  -31% N/A
EGD wrbiopsy
(43239) N/A $218.64 $211.20(5.98) $228.81 (6.46) $140.58 (4.11) 3241.66 (6.90)  -33% NA
ERCP (43260)$532.32  S417.31  $452.55(12.33) N/A $314.04 (8.56) N/A 31% S41%
Flex Sig
(45330) 14846 S$78.18  $78.31 (2.14) $84.74(2.31) $53.56 (1.46) 5165.09 (4.30) -32% -64%
Colonoscopy
(45378) $50923 $267.82 $288.10(8.16) $290.30 (8.22) $208.17 {6.06) $292/34 (838) -28% -60%
Colonoscopy w/
w/lesion removal
(45385) $42442 N/A $414.17 (11.73)%443.89 (12.54) $277.71 (8.11) $375.88(10.82) -33% N/A

HCFA’s announcement includes listings of the impact on a few CPT codes in an outpatient and office
setting. HCFA''s examples include its calculations on how tees for diagnostic colonoscopy would
change under the new fee proposal. The current Medicare fee for diagnostic colonoscopy (45378) is
stated by HCFA as being $288.10 if done in the hospital or ASC and $290.30 if done in the office.

LI




Under the new proposal when it is fully implemented, HCFA would pay only $208.17 for outpatient
procedures (including those in ambulatory surgery centers)--a cut of 28%; the HCFA fee if the
procedure is done in the office would be $292.34 or an increase of 1%. However, the impact also
includes EGD with biopsy (#43239) and colonoscopy with lesion removal (#45385) both of which are
slated for 33% cuts--while less than the 40% cuts which had been slated in last year’s rule for these
procedures when performed at outpatient facilities, the prospect of 30% cuts in the three highest volume
GI procedures both calls into question the fundamental accuracy of HCFA’s statement on the magnitude
of projected cuts and demonstrates the challenge we face to provide quality patient care in this setting of
reimbursements which continue in a downward spiral.

2. i rrect i i Top-Down : W, -

Is Preferable To Last Year’s Bottom-Up Methodology

In this Notice of Proposed Rulemaking (NPRM), HCFA has proposed a new methodology to calculate
practice expense relative value units. Commonly referred to as the “top-down” method, this new
proposal is a substantial departure from the older, failed “bottom up” system that HCFA had proposed
last year. Congress explicitly rejected that approach and directed HCFA to: (1) start with total practice
expenses; and (2) use an accounting methodology. HCFA has made a good faith effort to comply with
that mandate and has used data from the American Medical Association and an accounting based
strategy for allocating those expenses to the CPT code level. While we recognize that much work still
needs to be done, the framework is far better than any earlier proposals and will be more accurate when
refined. Congress has provided time for an extensive refinement process of the “top-down”
methodology, anticipating the need to address a number of complex questions.

There are many deficiencies in this proposal, and a great deal we disagree with, as is noted below.
However, one positive improvement is the new “top-down™ methodology adopted by HCFA. While this
aspect of the proposal is an important improvement on the “bottom-up” approach used last year, it is still
not good enough and would result in an unfair, devastating redistribution of income.

Unfortunately, the problem with the absence of accurate, independent data remains. The decision to use
the AMA’s SMS database as an attempted substitute, while perhaps well-intentioned, is still short of the
mark in terms of what HCFA needs to produce to support a rulemaking of this magnitude and far-
reaching importance. Specifically, in the case of gastroenterology, it is clear that the sample for AMA’s
SMS database is incredibly small, much too small to be relied upon for valid results. The proposal states
at page 30825 that “...if any reliable data exist at all, they are only for a few scattered specialties.”

HCFA also states that as part of the refinement process, the agency hopes to address the situations where
the AMA SMS database is inadequate or unreliable. We believe that HCFA must be held to a standard
that requires the agency to develop accurate, independent data that is capable of being validated. We do
not believe that the SMS data satisfies that obligation with respect to practice expenses. Even if HCFA
is not going to meet that statutory standard, clearly gastroenterology is one of the specialties which
would have to be included in review during the refinement process. Fortunately, we believe there are
existing data which may, perhaps with updating, prove to be reliable sources. The AMA comments on
SMS (pp. 30828-29) underscore the sample size problems: “Sample sizes from some specialties will be



oo small to permit separate calculation of expense data from SMS, even some of the larger specialties,
he inherent variability of the expense data will mean that the average expense figures provided will be
ubject to significant sampling error.” '

3y tying practice expense values to numbers that come closer to approximating actual costs incurred, the
roposed “top-down” methodology accords more closely with the intent of the Medicare Act and more
iccurately accomplishes the goals of the shift to resource-based methodologies than the bottom-up
nethodology. While we will focus most of our comments pointing out many deficiencies with this
roposed rule, we believe that in adopting the top-down methodology HCFA has made a significant
irst step in the right direction with this new NPRM.

3. The Problems For GI Codes Continue To Be Data-Related; The AMA SMS Data Is Not A
Valid Substitute For Collecting Independent Data--The GI Sample Is Simply Too Small

Physici i omputed i d i A
a ] in Ste the “Top- ” tati

HCFA states that “primary sources for the physician time data are surveys submitted to the AMA’s RUC
ind surveys done by Harvard for the initial establishment of the work RVUs.” Much of this work is now
nearly ten years old--much in physician practice has changed in the interim, and there is no assurance
hat this data, if it ever was accurate, remains so today.

aken Data out of ext, wit ufti istorti C

\MA Socioeconomic Monitoring System data was used by HCFA despite the fact that SMS data were

sver collected for the purpose ot developing relative values. Practice expenses are only one of many
sues addressed by the survey, so there is not much detail on practice expense categories or on how
rsonnel, otfice space, supplies, and equipment are used.

’s Data Is Not Sufficient to Su a Rulemaki fthi itu

ual practice expenses have not been documented to date. The use of validation panels, and resorting
1¢ AMA SMS data and its use for purposes that were never contemplated or intended--particularly
istified reliance on exceedingly small samples such as those in gastroenterology--is not in any

¢ a reasonable alternative for actual data on practice expenses which HCFA has heretofore failed to

sile. As was noted above. delays and problems in gathering data and complex data collection

'ys impeded progress on this project and precluded the Secretary of HHS from timely compliance.

tated above, the AMA’s SMS database was not developed for the purpose of establishing practice
es. For certain specialties. the SMS data is based on a very small sample. In such instances
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HCFA should carefully consider other data. Moreover, HCFA has not used the entire SMS database, but
has established a series of limitations and qualifications which have had the effect of eliminating

approximately two-thirds of the respondents to the SMS survey from consideration for the segment of
the database that HCFA is using.

Attached is a Table developed by the AMA to reflect response rates and average weighting which need
to be constructed by HCFA to compensate for low response rates. We have already underscored that the
sample used by HCFA from SMS for gastroenterology is very small, stated variously as 75 respondents
and 84 cases. (Appendix - Table B1 - Number of Respondents-Response Rates) Perhaps as
important, or more important, is the fact that the response rate from gastroenterology, reported at 53.6%,
is the lowest response rate among any specialty. This means that the numbers generated by HCFA from
the SMS database as they relate to gastroenterology are more dependent upon weighting, a complex of
statistical adjustments. The combination of the low sample size and the low response response rate
make the gastroenterology number being used by HCFA particularly suspect.

We have noted for comparison the HCFA-generated compilations from the SMS database for two other
specialties--general surgery and general/family practice--as well as the all physicians categories.
Underlying our selection of these categories for review is the fact that the SMS data show that general
surgeons generally spend somewhere close to 25% more time performing procedures outside the office
than gastroenterologists (27.6% of gastroenterologists reported spending in the range of 51% to 100% of
their time in the office, contrasted to just 8.2% of general surgeons; 14.6% of gastroenterologists
reported spending 0-25% of their time in the office, compared to 40.8% of general surgeons), yet the
mean practice expenses per hour spent in patient care activities is closely parallel--$56.6 for
gastroenterology, compared to $54.1 for general surgery.

We have looked at equipment expense per hour, and note that these costs are listed at $1.8 for
gastroenterology--lower than any of the other three categories referenced for comparison, Le., general
surgery equipment costs of $2.0 per hour, $3.2 per hour for all physicians and $3.6 per hour for
general/family practice. These numbers seem to fail to meet a face validity standard. It can be assumed
that virtually all gastroenterology practices own and maintain one or more flexible sigmoidoscopes, and
many of them also own and maintain more expensive colonoscopes and upper GI endoscopes. Some
gastroenterology practices maintain monitoring and resuscitation equipment. This is generally going to
be in addition to the routine equipment which would be maintained in a typical internal medicine
practice. This range of equipment exceeds significantly the equipment which is maintained in the
general surgery office. Yet, the numbers HCFA is using to generate this rulemaking maintain that
gastroenterology will have only one-half the equipment per hour costs of the typical general/family
practice group, and that the equipment per hour expense in gastroenterology fall below those of both



general surgery, by a small margin, and behind the “all physicians” category by a factor which
approaches two.

SM 1 1 ctice Expe ubcategorie to Grossly Understate Actu
Practice Expenses

Data developed and made available by the AMA compiles by subspecialty mean and percentile statistics
various subcategories of practice expenses. When we compared these with data from the ACG’s

ti atios R. , it appears that all categories are understated by a large measure in HCFA’s
iteration of the SMS database. For example, mean expenses for non-physician payroll are stated at
63.464 for gastroenterology, comparable to the 61,992 recorded for general surgery, even though, as
pointed above, this same SMS data points to general surgeons spending substantially less time in the
office which should translate into significantly higher non-physician payroll needed by
gastroenterologists to staff offices during the heavier loads of times when gastroenterologists are in the
office seeing patients, as contrasted to general surgery. ‘

A look at non-physician payroil in some other specialties also reveals anomalies--the mean non-
physician payroll reported in allergy/immunology and ophthalmology is more than double the reported
numbers for gastroenterology.

enterology Figures Derived fro Data Suffer fr e Bias Relating 10 Mid-Leve
icl xtend

HCFA has underscored at page 30832 that because the “practice expenses per hour from the SMS survey
are calculated in terms of hours spent in patient care activities by physicians in the practice,” resulting in
the methodology being “...potentially biased in favor of specialties who use more, relative to other
specialties, mid-level providers as physician-extenders.” Typically, GI practices do not make any
significant use of such mid-level providers as physician extenders, so the gastroenterology numbers
would be penalized by the bias. as well as being severely compromised and almost certainly invalidated
bv inadequate sample size.

Physician Re of Number of Hours Are ess Reliable Than Reports of Practic
Expense Dollarg

Perhaps the most critical component in HCFA’s computation is the practice expenses per hour. This is
not a statistic which can be derived directly from the SMS database. Rather, HCFA developed a formula
which involves a combination of the number of weeks reported worked. and the number of hours per
week reported as worked by physician owners and physician employees. This same statistical
extrapolation assumes that average annual hours worked among all employee physicians in a particular
practice is equal to average annual hours worked among all employee physicians of that specialty, an
assumption which we think is open to serious question.




HCFA is also assuming that the reports of number of hours worked and number of weeks worked are
being reported with the same level of accuracy as actual dollars of practice expenses. Again, we think
that this assumption is at best very questionable. The SMS database is used for purposes that do not rest
upon the crucial “expense per hour of patient care,” that is being used in this rulemaking. We believe
that the reported hours are likely to be much more in the nature of a “guess,” and will generally be prone
to be overstated. One indication that this is the case is that 305 responses to SMS had to be excluded by
HCFA because they stated that they spent 168 hours per week (7 days X 24 hours daily) or less than 26
weeks in the preceding year in patient care. While HCFA chose to exclude such reports, what assurance

do we have that many other reports that were not excluded were not similarly prone to overly high
statements?

4. Among All The Problems With This Proposal, Proposed Fees For Colonoscopy Codes
(45378 to 45385) Represent The Most Egregious Error

The direct costs for CPT #45378, diagnostic colonoscopy, are severely understated for both office and
outpatient procedures. We have used as the basis for this comparison, the PE RVUs assigned to #45330,
flexible sigmoidoscopy, diagnostic. Both are fiber optic procedures whereby the physician directly
visualizes a portion of the GI tract. However, the most fundamental difference is that there are different
bowel preps involved, and in diagnostic colonoscopy, the patient is sedated during the procedure, while
any such sedation is less common with flexible sigmoidoscopy.

The physician work RVUs provide us with a good relative sense of the level of complexity and amount
of physician time involved. The diagnostic colonoscopy (#45378) has been assigned 3.70 work RVUs,
while flexible sigmoidoscopy (#45330) has been assigned .96 work RVUs. From this, one would
assume that the diagnostic colonoscopy (45378) is about 4.0 times more complicated than flexible
sigmoidoscopy, diagnosis (#45330), and that the former takes about 4 times longer than the latter.

In calculating direct expenses, staff time involved in the diagnostic colonoscopy (#45378) is always
higher than in the flexible sigmoidoscopy, diagnosis (#45330). In part this is due to the sedation, as well
as the likelihood that the patient’s symptoms are more complicated, as is the procedure. As was noted
above, the bowel prep is much more complicated than for flexible sigmoidoscopy (#45330) and even
more complicated than another procedure that includes sedation, upper GI endoscopy diagnostic
(#43235). Also, follow-up is complicated as the patient is sedated and information must be conveyed
subsequently, in person, by telephone or in writing. Additionally, the patient needs to have
transportation arranged so that there is likely to be family to interact with, or the physician's staff
becomes involved in transportation arrangements for those patients who cannot be accompanied by a
family member. These factors arise, independent of whether the procedure is done in an outpatient or
office setting.

For these reasons, the comparative work RVUs ought to provide a rough estimate of the comparisons of
direct practice expenses as between the two procedures. Yet, when we compare the two procedures, in
terms of direct PE expenses and total PE expenses, this relationship is not borne out in any way. Here
are the relative ratios between various components of these two procedures.




TABLE 2

COMPARING RATIOS OF WORK TO PE-COMPONENTS FOR 45330 (FLEX. SIG.) AND
45378 (DIAGNOSTIC COLONOSCOPY)

45330 (flex sig.) 45378 (Diagn. Colonoscopy)
WORK 96 = 281 370 = .862
Non-facility PE (TOTAL) 3.42 429

If the ratios of each factor for the #45378 (Diagn Colonoscopy) were the same as for the #45330 (flex.
sig.) it would result in significantly higher PE RVUs for the #45378. Here are the components of the PE
RVU for #45378 which would result if the ratios linked to the work RV Us were the same as between
these two procedures:

TABLE 3

MODIFICATIONS REQUIRED TO 45378 (DIAGNOSTIC COLONOSCOPY) PE
COMPONENT TO PARALLELWORK/PE COMPONENT RATIOS OF 45330 (FLEX. SIG.)

45330 (tlex sig.) 45378 (Diagn. Colonoscopy)
WORK 296 = 281 3.70 = .281
Non-facility PE (TOTAL) 3.42 13.17

The resultant PE and total RVUs for #45378 from maintaining this relationship would be: 16.837

b. T d VUs for #43 i 1 with, and markedly lower tha
th ili #4

The direct costs for CPT #43235, upper GI endoscopy, diagnosis, are understated for both office and
outpatient procedures. We have used as the basis for this comparison, the PE RVUs assigned to #45330.
flexible sigmoidoscopy, diagnostic. Both are fiber optic procedures whereby the physician directly
visualizes a portion of the GI tract. However, the most fundamental difference is that there are different
bowel preps involved, and in upper GI endoscopy, the patient is sedated during the procedure, while any
such sedation is rare with flexible sigmoidoscopy.

The physician work RVUs provide us with a good relative sense of the level of complexity and amount
of physician time involved. The upper GI endoscopy, diagnosis (#43235) has been assigned 2.39 work
RVUs, while flexible sigmoidoscopy (#45330) has been assigned 0.96 work RVUs. From this, one
would assume that the upper GI endoscopy, diagnosis (43235) is about 2.5 times more complicated than
flexible sigmoidoscopy, diagnosis (#45330), and that the former takes about 2-1/2 times longer than the
latter.




TABLE 4

COMPARING RATIOS OF WORK TO PE-COMPONENT FOR 45330 (FLEX. SIG.) AND
43235 (UPPER GI ENDOSCOPY, DIAGNOSIS)

45330 (flex sig.) 43235 (Up. GI endosc., diag)
WORK 96 = 281 2.39 = .629
Non-tacility PE (TOTAL) 3.42 3.80

[f the ratios of each factor for the #43235 (Up. GI endosc., diag) were the same as for the #45330 (flex.
sig.) it would result in significantly higher PE RVUs for the #43235. Here are the components of the PE
RVU for #43235 which would result if the ratios linked to the work RVUs were the same as between
these two tiberoptic endoscopic procedures:

TABLE 5

MODIFICATIONS REQUIRED TO 43235 (UPPER GI ENDOSCOPY, DIAGNOSIS) PE
COMPONENTS TO PARALLEL WORK/PE COMPONENT RATIOS OF 45330 (FLEX. SIG.)

45330 (flex sig.) 43235 (Up. GI endosc.. diag)
WORK 96 = .281 2.39 = 281
Non-tacility PE (TOTAL) 3.42 8.51

The resultant PE and total RVUs for #4323 5 from maintaining this relationship would be: 10.90

[n response to the June 18, 1997 NPRM, ACG’s comments pointed out that to the extent physician work
bears a relationship with practice expenses. PE-RVUs for diagnostic colonoscopy and upper GI
endoscopy should be increased to maintain some parallel with flexible sigmoidoscopy. In this proposed
rule, HCFA has appropriately increased the PE-RVU for flexible sigmoidoscopy, but has further
decreased the PERVUs for both diagnostic colonoscopy and upper GI endoscopy, making the dichotomy
disproportion worse when these are compared with flexible sigmoidoscopy . Last year, the PERVU for
diagnostic colonoscopy was proposed at 4.36 (facility), and it should have been 6.79 to parallel the same
ratio of physician work. Now, the PERVU for diagnostic colonoscopy is proposed at 4.29, whereas the
values required to maintain consistent work/PE relationship would be 13.167.

Measuring the similar parallels for upper GI endoscopy, last year the PERVU for upper GI endoscopy
was proposed at 4.34, and it should have been 4.39 (1.02 facility) to parallel the same ratio of physician
work. Now, the PERVU for upper GI endoscopy is proposed at 3.80, whereas the values required to
maintain consistent work/PE relationship should be 10.90 when compared with flexible sigmoidoscopy.
HCFA cannot continue to ignore the relationship of physician work with procedure expense RVU.
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5. Magnitude of Cuts Among Top 5 Gastroenterology Services Will Be Devastating to GI
Practices

Today, tive CPT codes account for approximately 50% of the Medicare income derived by
gastroenterology practices. These are #43239 (upper GI endoscopy with biopsy), #45378 (diagnostic
colonoscopy). #45385 (colonoscopy, lesion removal), #45380 (colonoscopy and biopsy), and #43235
(upper Gl endoscopy, diagnosis). The attached Table generated by Compass Health Analytics, Inc.
demonstrates that 44.03% of all practice expense payments to gastroenterologists are generated from
these five procedures. It also demonstrates that the impact upon gastroenterology practices will be
disproportionately large as to these five codes. All but one of these codes has a reduction in PE
payments of nearly 60% after full implementation. Also, all but one of these has a total reduction in
payments of 30% or more after full implementation.

Intended or not. it is unmistakable that the impact of adoption of this proposal would present a radical
change in the way in which gastroenterology is practiced. This is inconsistent with HCFA’s directives
on the tee schedule generally, which is to avoid using payments to change health care practice patterns.
The legislative history indicates that HCFA may not use RBRVS to discourage the provision of any type
of service. such as surgical procedures. It is also essential to remember that these projected impacts do
not take into account the impact of the troublesome site-of-service policy--in those practices where all or
virtually all procedures are done in the hospital or ASC facility setting, the revenue impact arising
because of even greater reductions in physician fees triggered by the site-of-service policy would be
even more pronounced than is represented by the numbers reflected in the table. (Appendix, Tab 4,
Payment Impact--Top 50 Services, Gastroenterology)

Referencing the same table (Appendix, Tab 4, Payment Impact--Top 50 Services,

Gastroenterology), the vast shifts that would be experienced in this specialty are underscored. HCFA
claims that the net impact upon tull implementation would be only -14%. This number simply cannot be
substantiated either by HCFA or an outside independent examination. Again. this is a number which
ignores the potential skewing etfect of the dubious site-of-service policy, which would have an even
larger impact in reducing payments. Moreover, 26 of the top 50 services in the field of gastroenterology
have total fee swings upon full implementation of +/- 25% or more. Such wide swings are not consistent
with a sound policy. We think that HCFA’s claim that the total impact will be -14% is questionable for
reasons articulated elsewhere in these comments. Such total impact which ignores both these wide
swings, and ignores the site-of-service differential impact is a misleading number. Increasing one
service by 50%, and decreasing another by 30% may tabulate to 0 change, but would have a remarkable
impact on patient care. That is the type of practice change in gastroenterology that HCFA would create
with this unsound proposed policy change.

6. There Is No Explicit Statutorv Requirement To Move To Separate Office-Based vs.
utpati Practice ense

In seeking to explain how it arrived at some procedures having both office and outpatient amounts while
others had no practice expense levels specified for an office setting, HCFA stated in its June 18, 1998
proposal that: “(G)enerally, if a service was furnished both in an office setting and in an out-of-the-
otfice setting less than 10% of the time in either of these settings, it was not profiled in that setting.”
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HCFA notes that they are proposing only one level of practice expense RVUs by code for the following
categories of service:

-those that have only TC practice expense RVUs;

-those that have only PC practice expense RVUs;

-certain evaluation and management services, such as hospital or nursing facility sites,
that are furnished exclusively in one setting/a major surgical center

As is noted above, we believe that HCFA’s plan to provide two separate levels of practice expense
RVUs/codes to correspond to services provided in the office or in an outpatient setting is not directly
referenced in the statute and is inconsistent with the PPRC’s expectation, and the legislative history that
the practice expense change would be site neutral. The fact that HCFA’s proposal includes these several
categories retaining a single practice expense RVU serves to further demonstrate the discriminatory
nature of this policy and to underscore its inappropriateness.

H is Both ally Inconsistent i i i i al
d Quipatient Rei rseme, vels fi C 43234 4

The proposal states at page 30834 the premise for applicability of the new site-of-service differential and
establishment of two separate fee levels (and two separate levels of practice expense RVUs), as being
~...if a physician service of the type routinely furnished in physician offices is furnished in facility
settings.” In fact using either that criteria or the 10% threshold required above from HCFA June, 1997
proposal, there would not be justification to establish separate office and outpatient reimbursement
levels for GI endoscopy codes (43234 through 45385). HCFA’s own data demonstrates that in virtually
all cases, 95% or more of these GI endoscopies are being done in the “facility” setting--so it can hardly
be maintained that these cases are “routinely furnished in physician offices”, and HCFA’s 10% standard
that the agency articulated last year would be violated. Rather, the data establishes that these GI
endoscopies precisely parallel “surgical services...(that) are performed entirely or almost entirely in the
hospital” (or comparable ASC) and as to which HCFA states that it is **..generally providing a practice
expense RVU only for the out-of-office or facility setting.” This is how GI endoscopy codes (43234
through 45385) should be treated. i.e.. a return 1o a single fee and composite RVU (not simply a slightly
increased version of the extraordinarily low facility total--but a return to the 1997 levels), derived from
the 1997 fee schedule, with the appropriate update for down payment and 1998 MEI.

Finally, HCFA’s proposal inaccurately states that “we are proposing to replace the current policy...with a
policy that would generally identify two different levels.” [n fact, for many codes, including many GI
endoscopies, HCFA has already implemented this policy which it now says it is proposing for comment.
As ACG stated in its comments on the October 31, 1997 fee schedule announcement. we believe that
implementation was premature and inappropriate.

7. 7 1 ased ] ] ] ate |
Standar are, and Would Frequently be Inconsistent wit e rest
Medicare Patients

HCFA is wrong to maintain the system of separate fee structures implemented 1/1/98 that reduces
physician fee payments if an endoscopy is performed in the hospital or ambulatory surgery center
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compared to the fee if the same case is done in an office setting. We are extremely concerned that
HCFA took the initial step toward differentiating physician fees for office-based procedures from those
performed on an outpatient basis at either an Ambulatory Surgical Center (“ASC”) or in a hospital

outpatient facility when the agency published separate facility/non-facility fee reimbursement rates in its
1998 Medicare fee schedule.

[n this proposal, HCFA attempts to legitimatize and perpetuate the unprecedented fundamental change in
the Final 1998 Medicare Physician Fee Schedule Rule, published by HCFA in October 1997, which
irrationally established different practice expense relative value units (RVUs) and, therefore, differing
reimbursements for certain endoscopic procedures depending on whether such procedures are provided
in a facility or non-facility setting.

The majority of diagnostic colonoscopies on Medicare patients are performed in the hospital or ASC for
good reason that has nothing to do with economics--ro meer the quality of care standard for the safety of
the patient. While colonoscopy has an excellent record of safety, it cannot be regularly and safely
performed in the ordinary office setting.

1. The patient is regularly sedated with Versed, demerol or similar medication and requires
monitoring equipment and access to interventional devices in the event of an adverse reaction to
these medications.

2. A recovery area is required where the physician and other professional staff can assure that
the patient has regained all normal functions before being released.

3. While complications of bleeding or perforation are limited, the facility must be equipped to
deal immediately with such complications when they occur.

4. As mundated by OSHA. routine sterilization and infection control of equipment (generally)
requires a separate room and equipment where cleansing can be accomplished completely
distinct from patient treatment areas.

The normal physician office setting does not provide these safeguards. HCFA knows this. HCFA has,
for instance, helped mandate the criteria that must be met to qualify as a Medicare-approved ambulatory
surgery center. Colonoscopies on the Medicare population cannot be performed safely in a routine
physician office setting. There are a small number of gastroenterologists' offices across the country that
have been outfitted with the types of facilities present in an ambulatory surgery center, but where the
physician has not applied for Medicare certification. It is arguable that significant volumes of Medicare
colonoscopies can be safely performed in such a "certifiable" setting. Such situations likely account for
the modest percentage of Medicare colonoscopies that are billed as being performed in an office setting.
But this modest number of unique office settings cannot be cited as a criteria to change the medical
standard of care.

We believe that it is inappropriate to carry this bifurcation forward in the absence of a very explicit
legislative directive to fundamentally change the Medicare physician fee schedule. The differential
between non-facility vs. facility under both Practice Expense RVUs and Total RVUs is inappropriate
and not supportable. The practical etfect of this differential will motivate utilizing physician offices as
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the site of services, and this may not be the safest place for all procedures. It is a breach of faith with
ASCs which have met HCFA’s criteria for Medicare certification to incentivize moving cases to
uncertified office settings by paying a higher professional fee if a case is performed in an uncertified

office setting and a lower fee if it is performed in a Medicare-certified ASC. The policy is flawed and
incongruent.

HCFA should establish a high threshold of acceptance in the medical community before formally
condoning the performance of particularly risky procedures in the office setting.

It can also create inappropriate incentives that jeopardize patient care. The establishment of separate
payment levels can be seen as a judgement by HCF A that the procedures are sate and efficacious when
performed in an office setting. However, many services pose an unacceptably high level of risk if not
performed in a hospital or other appropriately equipped and staffed facility. HCFA should avoid
creating this type of incentive.

Contrary to the PPRC recommendations that constitute an important piece of the legislative history on
the Congressional mandate for resource-based practice expenses, and which envisioned a site-neutral
practice expense policy, HCFA's proposal creates clear incentives tor physicians to shift procedures
trom the outpatient setting into the otfice. In fact, HCFA now has created signiticant financial penalties
for physicians who continue to provide Medicare procedure services in a hospital or ambulatory surgery
center. Only by shifting these cases to the office would the physician be permitted to re-coup anything
beyond the most marginal direct practice expense cost. For example, on diagnostic colonoscopies,
HCFA's rule would pay the physician about 1.97 x conv. factor for all direct practice expense costs if the
case is performed in the hospital or ASC, but would pay approximately 4.29 x conv. factor for practice
costs. if the case is performed in the office.

If HCFA's proposal results in significant volumes of Medicare colonoscopies being done in the office,
an impossible anomaly would result. Physicians performing otfice procedures would be subject to
malpractice litigation in which they would undoubtedly be challenged tor having violated the prevailing
standard of care which would require the kind of special facilities found in the hospital or ASC.
Medicare's own rules establishing the certitication criteria would be cited. Would HCFA's incongruous
policy of providing economic incentives to have physicians shift these cases to the office be sufficient to
protect these physicians from adverse judgements?--undoubtedly not!

In fact, it has been reported 10 us that there are state regulations in some jurisdictions that require that
colonoscopies must be performed in hospitals or ambulatory surgery centers. Would HCFA's policy
incentivizing the movement of these colonoscopies to office settings be a defense in claims of a violation
of such state law?

ACG previously stated in its December 30 comments on the October 31 Medicare Fee Schedule
announcement relative to the site-of-servicesbifurcated fee schedule changes:

Finally, the ACG is concerned that the Final Rule irrationally establishes different
practice expense relative value units (RVUs) for certain endoscopic procedures
depending on whether such procedures are provided in a facility or non-facility setting.
Congress' decision to delay implementation of resource-based practice expense RVUs

14




reflects its concern that HCFA could not generate reliable practice expense data prior to
the original January 1, 1998 implementation deadline. ACG believes that HCFA should
use the additional one-year period granted by Congress to further develop practice
expense data so that practice expense RVUs, once implemented, will accurately reflect
actual practice expenses for all providers. No bifurcation of the fee schedule into facility
and non-facility categories could legitimately be implemented unless and until a complete

practice expense methodology is implemented in accordance with the rules established
under BBA ‘97.

017' ess Did

ngmgngm Bifurcated Fee Shedulg With Its Inherent Incentives To “Steer” Ptints To A

Specific Site For Services

HCFA has inappropriately and prematurely re-structured the Medicare physician tee schedule in
establishing differing levels of physician Part B reimbursement depending upon where the procedure
was performed. From the beginning of the Medicare physician fee schedule through the 1997 Fee
Schedule that was announced on November 22, 1996, HCFA has observed a policy of a single fee for
each CPT code, regardless of the site of service. On June 18, 1997, HCFA published in the Federal
Register its proposal to establish a new means for computing practice expenses, and as part of the
proposal first articulated in this publication for the practice expenses, HCFA added separate
computations for practice expenses for in-office and out-of-office services, increasing the number of
columns for each CPT code from 4 (in the 11/22/96 rulemaking) to 8 (in the June 18, 1997 practice
expenses proposal). This, for the first time, resulted in two distinct composite RVUs per code--one
labeled, "Total in office”" and the second labeled, "Total out of office (headings have now been shifted to
non-facility and facility)." In summary, this bifurcation represents a modification that first appeared in
the 6/18/97 HCFA practice expense proposal.

In examining the statute, Congress did not explicitly direct HCFA to pay differing Part B physician
reimbursements for the identical physician service. depending upon where that service was performed.
What HCFA has published in its October 31, 1997 fee schedule announcement is to implement this same
bifurcated structure with the only modification being in name only. We believe adoption of a permanent
biturcated tee schedule is not what Congress intended by the BBA 97 transitional provisions,

particularly in light of the explicit Congressional decision, after reviewing the June 18, 1997 Federal

Register notice, to delay implementation of any new methodology for practice expenses until January 1.
1999.

The format for the 1998 Medicare physician fee schedule should have been exactly the same as for the
1997 Medicare physician fee schedule. i.e., a single value for the practice expense RVUs for each code.
and a single total RVUs for each code. The 1999 fee schedule for endoscopic services should return to
that format. The differentiation of non-facility vs. facility under both practice expense RVUs and total

RVUs is inappropriate, not have a specific, permanent legislative mandate, and is inconsistent with
the inte ¢ '97 provision to delay implementation of the practice expense rule until January 1,

1998. ufter a new rule (different from the June 18. 1997 proposal which is the basis for the facility/non-
facility differentiation) has been promulgated subject 1o the additional controls mandated by Congress.
HCFA needs to drop the facility/non-facility differentiation now rather than place the entire fee schedule
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subject to legal challenge as to its validity. We are attaching ACG's substantive critique of the
comparable in-office/out-of-office differentiation that we had submitted in our comments on the

June 18, 1997 proposed rule, with the request that it be incorporated by reference into these
comments.

The incongruity of this process is apparent when we examine what HCFA has promulgated, which
simply lacks validity. Some codes are unchanged from 1997-with identical facility and non-facility
values. Codes that have smaller reimbursement levels have differentials/reductions between
facility/non-facility payments that are twice as large as for other services that have double the level of
reimbursement. As published, this bifurcated approach is clearly inequitable, and it is obvious that it is
not sufficiently coherent to form the basis for reimbursement under the Medicare program.

Obviously, the correct answer here is that HCFA's incentives toward office-based colonoscopies are out
of sync with the prevailing standard of care, physician malpractice obligations, and state law. The
answer is NOT to simply drop the practice expense payment for office procedures to the same unfairly
low level as this proposal would prescribe for outpatient services. That would compound the inequity.
HCFA needs to scrap the office/outpatient differential in practice expense payment, and return to
the current policy of a single, fair unified fee—at a minimum at the level which had prevailed in
the 1997 Medicare Fee Schedule (MFS), prior to the June, 1997 NPRM--reinstating a single level-
-to fairly compensate physician practice expenses, whether in the outpatient or office setting (the type
of site-neutral policy that PPRC espoused to Congress), and continue to use the tray fee (See comments
under Paragraph 9 below) and site of service differential to address the differences between
costs/payments for office and outpatient site of service. We believe that the plans to change the site-of-
service policy across the board are ill-conceived. We know there is a compelling reason not to adopt the

policy as to GI services, and that reason is patient protection in these procedures which require conscious
sedation.

In conclusion. HCFA’'s decision 1o increase payment for office-based endoscopic procedures (and
decrease outpatient fees) will lead to major problems. Gastroenterologists may not be able to provide the
same assurance of safety in many cases when Esophagogastroduodenoscopies (EGD) and colonoscopies
are pertormed in an office. These procedures require conscious sedation and are often associated with
additional therapeutic modalities. such as polypectomy and control of bleeding. They should be
performed in an outpatient or inpatient endoscopic center. Among other things, such units have
monitoring and resuscitation equipment, specific safety and building codes, appropriately trained
personnel, credentialing of provider qualifications, sterilization equipment, backup generators, and the
list goes on. But in short, they are constructed, maintained, and managed for the safety of the sedated
patient undergoing upper and lower endoscopic procedures.

The practical etfect of this differential will motivate utilizing physician offices as the site of services.
and this may not be the safest place for all procedures. By establishing a higher RBRVS for “office
procedures”, you will be using a financial incentive for some physicians to develop a false sense of
security and inappropriately begin performing EGDs and colonoscopies in their offices. There has been
no clinical evidence, to our knowledge, to support a change from the standard of care of performing such
procedures in an ASC or hospital-based endoscopic center. This proposal, if enacted. can lead to placing
Medicare patients, who are already at a higher risk from endoscopic complications because of their age
and co-morbidity problems, at an even higher risk for serious complications and potentially delivery of
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suboptimal care. Liability issues could potentially be expected to arise from such a HCFA-inspired
change in practice standards.

8. es Plans To Eliminate the Existi ite-Of-Service Differential (as maintained

at least through 1997) and to Replace It With a New Policy

HCFA'’s proposal to replace the site-of-service differential with two levels of practice expense RVUs by
code is premised on its contention that practice expenses for hospital-based and ambulatory surgery
center procedures are covered under the facility fees. In fact, a facility fee is paid to the institution and
the physician does not receive that payment nor does it cover the physician’s expenses. Therefore, the
policy HCFA proposes is too short sighted and, as HCFA should clearly understand, is inequitable.

As noted above, we therefore oppose the proposed revisions to policy Section 414.32 modifying the site-
of-service differential.

9. A S lans To Scrap Sepa ay Fee (Section 414.34

HCFA has also proposed to discontinue separate payment for supply codes, i.e., A4263. A4300 and
A4550. Previously HCFA established RVUs which included practice expense payments to physicians
for all procedures. The agency recognized that there were additional costs invoived for supplies when
services were provided in the physician’s office and provided these tray fees to cover those costs. This
policy was acknowledged favorably by PPRC in its background documentation incorporated into the
legislative history which persuaded Congress to enact a resource-based practice expense policy. HCFA.
through this rulemaking, is initiating steps to cut significantly the practice expense RVUs for all
procedures including those done in the office. Therefore, HCFA is already ratcheting office supply fees
lower. Maintaining a separate tray fee is the preferred, proven way of increasing the reimbursement to
cover practice expenses associated with procedures performed in the office, without the many problems
that would be encountered by the adopting ot the proposed bifurcated “Facility Fee Schedule.” To

remove the tray fee which had been instituted to recognize higher in-office costs is unwise and
unwarranted.

As noted above, we therefore oppose the proposed revisions to policy Section 414.34 relating to separate
payments/tray fees for medical supplies.

10. Budget Neutrality Provision Is Being Used To Unfairly Dictate Gross Underpayment of
Practice Expenses for Procedure Services

endi udget Neu Vi ent of C
When it M ed Placing Practice Expe -base t

Dating back to 1993 when Congress had discussed and legislated on the topic of Medicare practice
expenses, up through the 1997 Balanced Budget Act amendments, the premise of re-computation of the
Medicare fee schedule’s practice expense component has been that it would be budget neutral.
However. we believe that the current proposal is not truly budget neutral, because the addition ot the
bifurcated fee schedule (first initiated in HCFA’s June 18, 1997 practice expense proposal) will generate
significant net reductions in the amount HCFA pays out to the extent that physicians are incentivized to
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perform their procedures in the office instead of at the hospital outpatient facility or at the ambulatory
surgery center. HCFA has consistently accounted for, and attempted to estimate the impact of
behavioral change where the agency believes a change in the rules may create incentives for additional
services to be used and federal expenses incurred. In this instance, the net effect of the behavioral
change that HCFA seems to be incentivizing will be to reduce HCFA costs by eliminating facility fee
payments to hospital outpatient departments and Medicare-certified ambulatory surgery centers. This
tends to generate positive revenue benefits to the Medicare program, but HCFA does not appear to have
incorporated this potential savings into its computations on budgetary impact--the rule would generate
savings that should be factored back in to permit lesser cuts than are contemplated. Since facility fees
that are averted will come at the expense of providers, the proposal also significantly understates the
financial impact. While most gastroenterologists do not have an ownership interest in an ambulatory
surgery center, some do, and the impact of this rule on them will be remarkably greater than has been
calculated. Moreover. it is not even clear whether HCFA’s calculations of specialty impact take into
account the split between facility and non-facility cases. For example, in gastroenterology, about 95%
of cases are done in a facility setting, so these specialists will be hit extremely hard with much lower
reimbursement (unless HCFA’s action forces a behavior change to undertake procedures in uncertified .
otfice settings)--the magnitude of HCFA's estimate of projected cuts does not appear to take this into
account.

The departure of this rulemaking from true budget neutrality is both contrary to Congressional intent,
and we believe threatens the legitimacy of the entire rulemaking.

The plan does not do anything to reduce the cost of government; it simply re-distributes resources
among winners and losers.

Additionally, we would like to examine both the accuracy of HCFA's interpretation of Section
1848(c)(2)(B)(i1)(II) of the Act as well as specific interpretations HCFA has drawn in terms of projected
payments had adjustments not been made.

In drafting the bill which originally ushered in the RBRVS. the House Budget Committee emphasized
that the Secretary should make changes in relative values only to reflect changes in the practice of
medicine. in the delivery of services. or in technological innovation--not simply to reduce expenditures.

We believe that HCF A seriously misinterprets the Congressional intent with respect to the parameters
established for budget neutrality. The premise of the proposed rule seems to be that, **Section
1848(c)(2)(B)(ii)(II) of the Act provides that adjustments in RVUs because of changes resulting from a
review of those RVUs may not cause total physician fee schedule payments to differ by more than $20
million tfrom what they would have been had the adjustment not been made. If this tolerance is
exceeded. we must make adjustments to the conversion factors (CFs) to preserve budget
neutrality”(trom June, 1997 NPRM). [t seems clear to us that Congress intended HCFA to, in essence,
take a “freeze frame” of the “average payment per beneficiary” based on the laws and payment practices
as they existed on the date of enactment, and incorporate volume increases triggered by increases in the
number of beneficiaries and any inflation updates, and to calculate the budget neutrality on this basis.
Subsequent measures which hastened certain cuts should not have a multiplier effect of reducing
payments quicker and also reducing the conversion factor as they appear to under HCFA’s
tnterpretation.

18




HCFA'’s interpretation misunderstands the use of “current”--this clearly means current rules applicable
as of the date of enactment of the RBRVS fee schedule, not the rules which prevail at a later time.
Clearly, HCFA’s misinterpretation in this area has caused tremendous problems, converting the original
intent of the law trom providing equity in physician payments to a series of virtually universal and
draconian cuts in payments to physicians. For instance, the continual shifts required to remedy flaws in
the original work RVUs have taken the RBRVS fee schedule from being a parsimonious payment plan
to a completely unrealistic one through consistent attrition in the work values.

In conclusion, we believe HCFA’s interpretation of the budget neutrality provision serves to exacerbate
an already serious problem. HCFA’s concern to reduce the payment per service to account for volume
increases is misplaced. HCFA is simply wrong in interpreting the Congressional directive as meaning
that the 1998 pie needs to be virtually exactly the same size as the 1997 pie; Congress recognized that
there would be increases in volume primarily based on an increase in the number of beneficiaries.
Hence, as was noted above, HCFA’s job is limited to computing what the total 1998 payments on a per
beneticiary basis would have been, using the rules as they existed on the date of enactment of OBRA
‘89. Volume increases triggered by larger number of beneficiaries/technology advances/inflation
increases could be added to arrive at the enlarged 1998 pie that Congress contemplated. HCFA would
then set about to apply the new rules which will result in dividing the pie differently than has been done
in the past.

11. HCFA'’s Decision to Use 1998 As The Base Year is Incorrect; 1997, Not 1998 Should Be The
Base Year

ACG noted previously in our December 30, 1997 comments on the October 31, 1997 regulation
establishing the 1998 Medicare fee schedule:

ACG also is concerned that both the Final Rule and the Notice of Intent to Regulate
assume that the 1998 adjusted practice expense relative value units (RVUs) are to be used
in the transition formula for phasing in resource-based practice expense RVUs. This
contradicts the plain language of the BBA '97 by using adjustments that were intended to
accomplish a one-time redistribution from specialty codes to primary care codes to
perpetuate the redistribution for three more years at a cost of an additional $490 million
to specialists.

We therefore strongly urge HCFA not to use the 1998 adjusted practice expense work
values in the phase-in period. Instead, HCFA should follow Congressional intent by
using the practice expense RVUs that would ordinarily have been derived from the pre-
amendment formula and revise the language of the Final Rule accordingly.

HCFA states that they have selected 1998 as the base year for the transitional provisions that were
referenced for BBA *97. HCFA also notes that several commentors have argued in favor of 1997 as the
appropriate base year. Had this rulemaking proceeded on the original timetable, it is clear that 1997
would serve as the base year for a transition to full and immediate implementation of the rule in 1998.
The legislative history makes clear the House initiated legislative provisions to delay the etfective date
by one year. and to establish a four-year phase-in period. Only AFTER it became clear that there would
almost certainly be a legislative mandate for this delay/phase-in, was the so-called down-payment
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provision proferred, essentially to placate with a one-time boost, the reimbursements for primary care,
cognitive services that would have benefitted from the immediate 1998 full implementation. Congress
set a specific numerical maximum on the down-payment provision, j.e.. 2 $390 million limit, since the
impact of HCFA'’s using 1998 as the base year pushes this figure up by a factor of between 2 and 3.
HCFA's interpretation and use of 1998 as the base year is incorrect and contrary to Congressional
intent. HCFA must modify the final rule to recognize 1997 as the proper base year.

To proceed under HCFA’s current interpretation would be to violate the BBA and unjustifiably re-

allocate value units from physicians who practice primarily in hospitals to those who practice primarily
in offices.

By statute, the total aggregate reallocation cannot exceed $390,000,000. This is not a per-year

limitation. Making the re-allocation for each year of the transition will certainly exceed the aggregate
limit.

12. Fajlure To Survey/Need For Actual Data

In HCFA’s September 20, 1995 submission to the Office of Management and Budget (OMB) [required
by law to justify the study] entitled, Data Collection and Analysis for Generating Procedure-Specific
Cost Estimates, states the following:

“In order to develop service specific (e.g., CPT-4) estimates of medical practice expenses, it is
necessary for HCFA to collect detailed costs and practice characteristic data (e.g., service-mix) at
the practice level for different practice types representing the range of medical specialties. Such
data are currently unavailable from existing HCFA administrative files or other research data
sets.” [Emphasis added] HCFA’s own statements established that collection of actual objective
data on practice expenses was critical to developing a fair and accurate rulemaking.

HCFA recounts that under its contract, ABT “originally intended to use two processes, the
‘Clinical Practice Expert Panels’ [CPEPs] and ‘Survey and Practice Costs’ to collect data that
could be used to generate practice expense RVUs for each service.”

Through a HCFA contract to ABT Associates, Inc., data on the direct expenses involved in each service
were collected from 15 clinical practice expert panels.

HCFA’s national survey was abandoned in September, 1996. due to low response rates. This left HCFA
without a major source of data on practice expenses, and how PEs are distributed across specialties. In
reporting on the failure to complete ABT’s “Survey of Practice Costs” or some similarly objective
survey instrument, HCFA notes that “the survey would have vielded data to assist in the development of
methodologies to allocate indirect costs to specific services, the survey itself would not have determined
the indirect costs for specific procedures.”

No alternative approach to gather this necessary actual data was formulated by the agency. This
development lett HCFA without its intended major source ot actual relevant data from physician
practices. Thus, instead of using actual practice expense data, HCFA has relied on hypothetical
assumptions. and formulaic approaches.
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ACQG stated in previous comments that ...

The College recognizes some of the problems with time constraints in collecting new
data, as well as problems with the concept of "refinements" to the ill-defined process of
developing a new practice expense methodology, that are mentioned in the comments of
the Practice Expense Coalition. The College concurs with the Coalition's
recommendation, "...that HCFA publish interim values in May that cause the least
disruption to current payments. The agency has no information to do otherwise. The
NPRM should then lay out in explicit terms how HCFA plans to accomplish the balance
of the work, including data collection. A specific timetable should be announced. For
example. HCFA could indicate that data collection will be completed by a time certain in
the year 2000 or some other achievable point in time within the transition period.”

AMA Socioeconomic Monitoring System (SMS) data were used by HCFA despite the fact that SMS
data were never collected for the purpose of developing relative values. Practice expenses are only one
of many issues addressed by the AMA SMS survey, so it lacks sufficient detail on practice expense
categories or on how personnel, office space, supplies, and equipment are used.

Actual practice expenses across specialties have not been documented by the agency or independently to
date. Delays and problems in gathering data and complex data collection surveys impeded progress on
this project and precluded the Secretary of HHS from timely compliance. In 1996, HCFA canceled its
contract with the outside contractor and assumed responsibility for completing the data collection and
analysis -- tasks which were not timely or appropriately completed. Despite the lack of reliable data,
HCFA proceeded to publish this proposed rule.

13. Direct vs. Indirect Split

Last year, HCFA detailed at some length the steps in the development of its methodology and noted that
the agency adopted a major distribution of direct and indirect expense RVUs trom Medicare data at
55% direct and 45% indirect. This represented one of the more serious flaws in the 1997 rulemaking in
continuing to substantially understate indirect costs. A variety of other sources have found direct costs
well below 50% and indirect costs well in excess of 50%. This ratio varies widely by specialty.

Procedure practice expenses can be divided into direct expenses, which are the specific staff, equipment.
and supplies utilized in the procedure, and indirect expenses, which include office rent, furniture,
utilities, and other costs which cannot be attributed to specific procedures. At one point, HCFA’s
proposals assumed that all physicians have the same indirect costs. AMA data finds, however, that
indirect costs (using HCFA’s definition of the costs included in indirect costs) range from $35,000 to
$200,000 for different specialties.

In the June, 1997 NPRM, HCFA made an assumption that all medical equipment is in use 70% of the
time that an office is open; subsequently, the agency amended this estimate to 50%. This assumption
was essentially a guess; in reality, it greatly overstated actual utilization. The result is that the cost of
each piece of equipment that was attributed to each service for which the equipment is used was much
too low. HCFA also lacked data about the actual prices paid by physician practices for their equipment.
After universal purchasing of the equipment, the price drops. However, HCFA’s methods used data on
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current equipment prices, not actual purchase prices. The result of HCFA’s approach in 1997 was the
determination that 55 percent of practice costs would be classified as direct and 45 percent as indirect.
These results are wholly inconsistent with those of other researchers. The Lewin Group ACS survey
found direct expenses in the 25 percent to 45 percent range. Similarly, Pope and Burge found direct
expenses to be approximately 36 percent of the total, while Dunn and Latimer found direct expenses to
be about 32 percent of the total. HCFA substantially underestimates the indirect costs.

In the end, HCFA's system of practice cost allocation must accurately reflect the fact that certain
specialties do indeed have relatively high practice costs per physician. One way to do this is to allow for
surgical and other high practice cost specialties’ higher proportion of indirect procedure expenses.
Another way would be to use physician work or current Medicare PE payment as the basis for allocating
indirect practice costs back to individual codes. The method HCFA used last year in its bottom-up
calculations were not only inaccurate but also unfair to procedure-oriented specialties.

14.

Since 1994, the American College of Gastroenterology has conducted an annual GI practice operating
ratios report. This project was initiated to offer gastroenterologists a vehicle that would enhance their
practice efficiency and permit them to have a valid basis for comparing their own performance by
expense category with that of other similar practices.

There are a total of 17 different expense categories recorded in the annual report. Practices report their
total revenue from patient services, as well as expenses in each of these seventeen categories. Practices
submit their information in raw dollar amounts to an independent accounting firm which maintains a
key that links the alphanumeric ID codes on the forms submitted, so that the practice may be assured of
complete confidentiality. The various expense categories are therefore presented in a ratio format,
measuring each expense category as a percentage of total patient practice revenue.

Data has been recorded on GI practices for four separate years, 1994-1997. The number of responding
practices has ranged from a low of 100 practices, to a high of 156 practices. It is important to note that
this database covers more gastroenterology practices than those represented in the AMA SMS database,
and, to our knowledge, represents the largest database anywhere on the expenses of operating a GI
practice. Like the SMS, the ACG Operating Ratios Report was established to collect data for a purpose
which encompasses practice expenses but has a more general purpose, and, data for three of the four
years referenced were collected data prior to the development and publication of HCFA's first practice
expense proposal last year.

We have provided the annual average summaries for all practices for all three years. The data from the
ACG Operating Ratios Report demonstrates two things conclusively:

(1) HCFA's NPRM Understates GI Practice Expenses

According to HCFA's data from the AMA'’s Physician Marketplace Statistics, 1996, practice
expenses consume $181,177 per physician (updated for inflation) of the revenue of the average

22




practice. This information is drawn from the AMA SMS and similar databases, as well as on the
expert experience represented in the CPEP. By contrast, the larger database consisting of the
ACG Operating Ratios Database demonstrates that practice expenses consume $269,397 per
physician of the total revenues derived from patient care services. In accessing comparable data
for GI practices from the 1994 Abt Study of GI practices, the reported number of $183,883 from
its survey, when adjusted for inflation, would amount to about $200,000 in 1998’s dollars.

(2) ACG Data Demonstrates that HCFA Overstates Percentage of Direct Expenses

HCFA’s 1997 conclusion that direct expenses constitute 55% of total practice expenses for
medical practices, regardless of specialty was inaccurate. HCFA therefore also concluded the
correlate that indirect expenses constitute 45% of total practice expenses for all medical
practices, regardless of specialty also an error. Data from the ACG Operating Ratios Reports
reveal that even under HCFA's old definition, in which all labor costs are direct, below 50 per

cent of the total practice expenses are direct costs.

(3) GI Practice Costs Compiled Directly from GI Practices Demonstrate That AMA SMS Data
Understates GI Practice Expenses

We underscore the problems and biases with the SMS database as to gastroenterology; these
include a very small sample, the lowest expense level of any specialty, and a bias relating to
minimal numbers of mid-level physician extenders.

15. erolog

In 1993, multiple gastroenterology associations, including the American College of Gastroenterology,
the American Society for Gastrointestinal Endoscopy, and the American Gastroenterological Association
engaged Abt Associates to conduct a study on practice expenses. The study included a survey of a
sample of GI practices. The conceptual premise for this study was the approach to practice expenses
articulated by the PPRC in its recommendations to Congress, which ultimately formed a major
component of the legislative history for Congressional action on practice expenses. As noted above,
HCFA has departed in major proportions from that conceptual framework-- ¢.g,, failure to collect
independent data on physician practice costs, the decision not to track the different proportions of
direct/indirect expenses across specialties, HCFA's departure from having PE RVU results which
approximate actual practice expenses in various specialties, and abandoning an incentive-neutral
approach as between office and outpatient locations.

While the results of the GI Practice Expenses Study are therefore probably not directly applicable for
purposes of the specific PE RVU values recommended by HCFA in this NPRM, the final study report is
incisive in terms of how to go about the process of determining practice expense RVUs under the PPRC
concept, and also provides some important information about practice expenses in gastroenterology. We
have, therefore, detailed below some key excerpts from the study report which we believe are directly
relevant, and which present information or methodologies which run directly counter to what HCFA
proposed in the NPRM.
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Findings

(1) The median gastroenterology practice nearly breaks even under the current Medicare
reimbursement for practice expenses (as of 1994 when data was collected)

(2) Reimbursement under the PPRC "resource-based" proposal would be less than two-thirds of
the current fee schedule level and would imply that less than 60 percent of the average
gastroenterology practice's current practice costs would be reimbursed.

(3) Only about 10 percent of practices would be adequately reimbursed under the PPRC
proposal. Given possible errors in the data and/or unusual practice situations, this finding

suggests that few practices would survive under that reimbursement scenario, given their
then current cost configurations.

(4) The PPRC proposal reduces the included gastroenterology practices' reimbursement for
practice expenses by a median of 39 percent.

The median practice would receive only about 50 percent of its costs.

The expressed goal of the PPRC in the determination of practice expense reimbursement was to make it
incentive neutral. Incentive neutrality is defined here to mean that the physician has no financial
incentive to provide one type of service over another, or in some setting over another. (Approach

suggested in Pauly. M.V, and Wedig, G.J., Allocating Practice Costs, HHS Agreement No. 99-C-
99169/5-02, 1991.)

It is also true that the hospital-oriented practices are likely to have more indirect costs relative to each
dollar of their direct costs than the office-oriented practices. Thus, their required mark-ups are different.

The problem this presents in allocating indirect costs to determine appropriate fee levels is that the mark-
up levels required for each "pure” practice will be different than those for the hybrid practices, and the
hyvbrid practice mark-ups will be appropriate only on average.

Data indicate that office staff devote "almost one third of their time in activities related to either surgical
or other non-office patients”. In addition, clinical office staff spend almost 5 percent of their time on
hospitalized patients. This type of information serves to discredit the notion that physician office staff
only provide services related to activities that occur in the office. Approximately 5 percent of patients
are 'no-shows' and 10 percent cancel their appointments and must be re-scheduled. The physicians
surveyed tend to practice at two or three hospitals, and to spend less than half their time seeing patients
in their offices. [Tables 5. 6, 7]
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GASTROENTEROLOGY PRACTICE ALLOCATION OF STAFF TIME (REPORTED DATA

TABLE 5

REPRESENT THE MEAN FOR EACH CATEGORY)

Staff Time

Independent

Affiliated

Overali
(non-center)

Endoscopy
Center

% of non-clinical office
staff’s time devoted to office
patients

61%

56%

57%

49%

% of non-clinical office
staff’s time devoted to
endoscopic procedures or

surgery

22%

9%

23%

34%

% of non-clinical office
staff’s time devoted to
patients seen outside office
or operating room (OR)

8%

6%

6%

9%

% of non-clinical office
staff’s time devoted to
activities not related to
support of patient care

6%

6%

6%

9%

% of non-physician clinical
office staff’s time devoted to
inpatients currently
hospitalized

4%

6%

5%

5%

-ABT Associates, Inc., “Practice Costs in Gastroenterology,” February 1995
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GASTROENTEROLOGY PRACTICE PATIENT VISIT CANCELLATIONS (REPORTED

TABLE 6

DATA REPRESENT THE MEAN FOR EACH CATEGORY)

Visit Overall Endoscopy
Cancellations Independent Affiliated (non-center) Center

% of “no- 4% 7% 4% 3%
shows” each

week

% of patients 12% 8% 10% 8%
who cancel and

are rescheduled

-ABT Associates. Inc.. “Practice Costs in Gastroenterology,” February 1995

TABLE 7
Descriptive Information of Sampled Practices

Characteristics of Practice Physicians

Mean Median
number of hospitals where physician practices 2.6 2
weeks providing patient services per vear 47 48

Caseload of Sampled Physician

Weekly Hours: Mean Median
in the office (or other setting) seeing patients 20 20
performing GI procedures in any setting 17 17
on hospital rounds (excluding on-call time) 10 10
in the emergency room 2 1
in discussions with patient/tamily or communicating 6 5
providing other patient services, e.g. interpreting 3 2
travel for professional services 3 2
pertforming administrative duties 5 4
Total 66 61
Weekly Call Time:




on call for a hospital 17 1
on call for practice 53 41
Total 70 42
Weekly Visits:

E&M (CPT 99201-99499 in the office) 36 34
E&M (CPT 99201-99499) hospital (medical 17 10
admissions/consultations)

E&M (CPT 99201-99499) hospital (post-operative 13 10
patients)

Total 66 54
Weekly GI Procedures 22 20
Teaching Yes No
Clinical work involves teaching medical trainees 54 42

-ABT Associates, Inc., “Practice Costs in Gastroenterology,” February 1995

The above data demonstrate that the degree of underpayment is substantial even if the reported expenses
substantially overestimate the costs of operating an efficient gastroenterology practice.

16. Another Better Data Source Available for GI Practice Expense

Since 1994, well before the practice expense rule was initiated, the American College of
Gastroenterology has compiled a comprehensive annual report on the costs of operating a GI practice, in
the form of the ACG's Annual Operating Ratios Report. ACG member practices receive a survey form
and detailed instructions as to what is included in the various cost categories. To assure confidentiality,
practices who participate in this annual study submit their completed survey forms to an independent
CPA firm. Forms are inscribed with random alphanumeric codes. Only the accounting firm has the key
to link the alphanumeric codes back to a specific practice, and this is used solely to alert each of the
participating practices to where its data appears in the final report. The use of the independent CPA firm
adds credibility to the data submitted in that any fear that the information may become known to either
the College's staff or another GI practice is alleviated. The actual data submitted by members is in real
dollars, but under the rules for the publication, it is published only in a ratio form, so that each expense
item appears as a ratio in which the numerator is the cost attributable to that item, and the denominator is
the total gross revenue of that practice. In each of the four years in which ACG has conducted this
study, 100 or more practices have participated. The data is practice-based, so that presenting this
information in a per physician format requires dividing the average nationwide cost in each category by
the median number of physicians in the practices surveyed.

For purposes of the Table below and its comparison of practice expenses by category and practice
expenses per physician, we have identified the average or mean total gross practice revenue for each of
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the four years, as well as the average ratio for each ot the survey categories. We arrived at categories
similar to those expressed by HCFA by consolidating the 17 subcategories of expenses reported in the
ACG Operating Ratios Report into 7 categories comparable to the data categories HCFA derived from
the AMA SMS tiles. We are aware that HCFA has used median expenses per category instead of
means--however, we have used means for two significant reasons: (1) the only rationale for selecting
medians over means would be it there were a wide range of values reported. Since the Operating Ratios
Report excludes from its averages data on practices that reported operating profits that were either below
-20% or more than +33%, the most significant outliers have already been excluded; and (2) national
average ratios in each of the 17 practice expense categories appear in the Operating Ratios Report,
whereas medians have not been reported.

The following is an overview of the data derived from the ACG Operating Ratios Report. This report
has a significantly higher sample than the AMA SMS data, and therefore is more representative of the

typical GI practice. The results derived from four years of data from the ACG Operating Ratios Report

serve to confirm and substantiate that the values derived from the AMA SMS database significantly
understate the actual costs of GI practice. Given the small AMA SMS sample size, and the fact that
gastroenterology had the lowest percentage response rate of any specialty in the SMS database, it is clear

that HCFA needs to look at and rely on other data sources. The College would be pleased to work with

HCFA to derive additional information from the ACG Operating Ratios Report.

Table 8

ACG OPERATING RATIOS DATA

1994
n=100 practices
average patients per
physician per week=48.34

1995
n=154 practices
average patients per
physician per week=57.32

1996
n=136 practices
average patients per
physician per week=50.90

1997
n=110 practices
average patienis per
physician per week=43.62

SMS Data  {Mean per | Mean per | Mean per | Mean per | Mean per | Mean per | Mean per| Mean per | % ACG
Mean physician | practice | physician| practice physician| practice | physician practice | oper. ratios
>AMA/SMS
Non-Physician Payroll 63,464.0 64290 | 192.889 | 62305 | 186914 70.584 | 211,752 | 70.213 | 280,850 10.63%
Clerical Payroll 41,573.7 65.647 | 196940 [ 51.758 | 155.275 72.385 | 217.155 | 70,7110 [ 282,842 70.08%
Office Expenses 48.693.7
74.631 | 223.892 71.533 | 214.599 81,458 | 244,374 | 86,022 | 344,091 65.63%

Medical Equipment 5,052.2
Medical Supplies 7.003.3 8514 25.542 9.228 | 27.685 10,007 30.021 | 11,267 | 45,065 60.88%
Other Expenses 30.833.7 32,060 | 96,180 | 3737t | 112,114 41,963 | 125,890 | 31,185 | 124,739 1.14%
TOTAL EXPENSES 155,046.8 245,148 [ 735.443 | 232,196 | 696,587 | 276,397 | 829,192 | 269,397 | 1,077,587| 73.75%
excluding PL1 & '
M.D. Payroll
Average Revenue
(Mean) 1,761,540 1,719,543 2,001,429 2,489,807
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Since the Operating Ratios Report is a practice-based survey instrument, it is important to recognize that
the actual number of GI physicians represented in the ACG Operating Ratios database ranges from 372
in 1994, on up to 537 in 1996, with 515 physicians covered by the 1997 data, tabulation of which has

just been completed. So this represents nearly 7 times the number of physicians as were measured in the
AMA SMS database.

When the various categories of practice costs per physician are compared, the expenses compiled by the
AMA SMS database are lower in every category on an average basis. The spread between the two
databases are very substantial. In the total expenses, excluding PLI and M.D. payroll category,
AMA/SMS states these at $155,046, whereas the Operating Ratios database references per
physician expenses of $269,397 for 1997--73.75% higher than the AMA/SMS database. There are
very large differences in three subcategories--Operating Ratios 1997 numbers for clerical payroll are
70.08% higher than AMA/SMS, and 65.63 % higher in office expenses (because the Operating
Ratios Report does not separately measure Medical Equipment Costs but includes these in office
expenses, AMA/SMS data have been consolidated to create a combined category of Office Expenses +
Medical Equipment to achieve comparability), and are 60.88% higher for medical supplies. There are
more modest spreads on non-physician payroll, where Operating Ratios exceeds the AMA/SMS
numbers by 10.63 %, and a close parallel on Other Expenses where Operating Ratios numbers are just
1.14% higher than AMA/SMS. It is important to note that in this latter category however, the ACG
Operating Ratios report value for 1997 is lower than in any of the three preceding years and, in that
respect, represents a data outlier.

In summary, the fact that the Operating Ratios Report represents a database of physician reporters 7
times larger than AMA/SMS, spanning a period of 4 years, and consistently demonstrates much higher
values in all categories of practice expenses than those reflected in the AMA/SMS data, another strong
challenge to the credibility of the data HCFA has used in this NPRM as the basis for GI practice costs
has been added. This data, taken together with the exceedingly small sample size of the AMA/SMS GI
data, the fact that the response rate in GI was the lowest of any specialty, the inherent bias relating to
physician extenders, and some of the face validity problems noted when the AMA/SMS data subset for
gastroenterology is compared with general surgery, general/family practice and all physicians, makes the
conclusion that HCFA has significantly understated the proposed PERVUs for gastroenterology virtually
inescapable.

The Operating Ratios Report is not alone in pointing to significant undervaluation of GI practice costs in
the data used by HCFA. We recently had the opportunity to review the report prepared by Gary Siegel
and Associates, which was commissioned by three GI organizations. While some of the eighteen
practices which provided data for that report may well be members of the College, ACG was not a
participant or funder of this study. However, we do note that the Siegel report likewise concludes that
the AMA SMS data significantly understates actual practice costs for a typical GI practice.
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Given the findings that HCFA's AMA SMS data is at variance with data collected through two
completely independent data sources, at least one of which (ACG Operating Ratios) has a larger number
of physician practices submitting data than the AMA SMS database, and the other which seems to have
recorded larger amounts of data on specific services and procedures (Siegel) than the AMA SMS data,
we believe that HCFA is compelled to look to these sources to provide a more reliable picture, both in
generating a final rule and throughout the transition and refinement/implementation period. HCFA must
immediately correct and compensate for the readily evident deficiencies and undervaluations within the
AMA SMS data. But, more than anything else, the presence of multiple data sources, all indicating that
figures derived from the decidedly small and suspect sample of gastroenterologists from the AMA/SMS
report are skewed substantially lower than any of the other sources points to the compelling need for

HCFA 1o look to sources other than AMA/SMS if HCFA is to develop fair and accurate PERVUs for
gastroenterology.

ACG Membership Survey -- 1994

[n the summer of 1994, the American College of Gastroenterology conducted an extensive membership
survey. The survey was forwarded to every member of the ACG, and a total of 3,177 responses were
received for a response rate ot 62.0%. The survey is a physician level surveyv. with responses from
individual doctors rather than responses per practice. This survey did not attempt to measure practice

costs, but it did cover a significant number of demographic factors. Some of the key results from this
survey are summarized below.

Ke nclusi m ’s 1994 Membership Surve cluding Responses of 3.177
icians Wi t to Issues Relevant to Practice Expense
. Medicare, 36.3% - practice source income.
. The median age of the membership was 47 vears in 1986 compared to 43.2 vears in 1994.
. In 1994, 69.3% of the total ACG membership were Board-Certified in Gastroenterology.

Among members with a primary specialty ot Gastroenterology, the rate was 77.6%.

. In 1994, ACG members reported an average of 3.9 full-time GI specialists in their
practice, including themselves. The median number was 3.0 specialists. Over half of the
members practiced in a group with 2-5 specialists (57.4%).

. In 1994, 21.3% indicated only one specialist, suggesting a solo practice.
. On average. 74.1% of their time was spent on patient care at that time.
. On average, 31.9% of their practice time involves endoscopic procedures. Some 24.1%

of members devote half or more of their practice time to endoscopic procedures.
However, 6.5% devote less than 10% of their practice time to these procedures.

. Members reported an average of approximately 60 patient visits per week.




. On average, ACG members saw 41.7 outpatients per week, compared to 19.7 inpatients
per week--a number which may include many endoscopic patients (some 95% of these
cases were not performed in the office setting). Almost half of the members saw 26-50
outpatients per week (48.5%). Most saw less than 26 inpatients per week (77.1%).

There are some very notable and significant distinctions between the profile of gastroenterology derived
trom this sample, and the profile of the small number of participants in the AMA SMS database for
gastroenterology. Among the noteworthy distinctions between the AMA SMS profile of 75-84
responses, and the ACG national membership survey covering 3,177 gastroenterologists are:

-- there is a good match on age--AMA/SMS said 45.7 years and the ACG membership database
found 43.2 years

--there was a reasonable match on level of Medicare--AMA/SMS said 41.7% of revenues, while
ACG membership database says 36.3%

--there was a discrepancy on percentage ot Board-certified--AMA/SMS said 91% were Board
certified; whereas ACG membership database said 77.6% (Note: since gastroenterology is a
subspecialty board, it may be that the AMA/SMS data is capturing individuals who may be
Board-certified in Internal Medicine, but not all of whom may have achieved the
gastroenterology subspecialty boards)

--the size of group had a significant spread--the limited AMA/SMS pool shows 50.8% solo
practice compared to just 21.3% solo in the ACG membership database, and 57.4% of the 3,000+
providing data tor the ACG membership survey reported being members of a practice with 2-5
specialists.

--ACG members reported spending 74.1% of their time spent on patient care, with approximately
60 patients visits per week (which is higher than the consistent totals reported over a four year
period in the ACG Operating Ratios Report), with two-thirds devoted to outpatients. HCFA has
used a complicated formula to develop its practice expenses per patient hour, which does not
appear to include specific data collected on the number of patients seen per week. Moreover,
HCFA has made assumptions using the average annual hours worked by physicians in various
specialties as applicable to all employee physicians in that field. We do not believe that these
hours were reduced to account for the fact that in gastroenterology, for example, 26% of the
physician time is spent in non-patient care areas. In summary, the practice expenses per patient
hour computation is too important not to include a direct input on the number of patients seen per
week in each specialty; moreover, it would be a remarkably low number if the roughly one-
quarter of time spent in non-patient care areas were not accurately discounted.

We are particularly troubled by HCFA'’s recurrent failure to address ambulatory surgery centers (A$Cs)
as well as the unfair treatment accorded to ambulatory surgerv centers by HCFA's grouping them in
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terms of the greatly reduced outpatient physician fee rates. Generally, ambulatory surgery centers
provide greater convenience to beneficiaries. HCFA generally pays less for their services than the
comparable services in a hospital setting. HCFA’s discriminatory treatment of ambulatory surgery
centers, which have consistently supplied a cost effective means of delivering important patient care
service: the agency’s approach is unfair and irresponsible.

The proposal indicates that costs for clinical staff, medical supplies, and medical equipment furnished to
hospital patients are included in the DRG payment made to the hospital as required by Section
1862(a)(14). The proposal fails to articulate a comparable rationale for including ambulatory surgery
centers in the outpatient subcategory for purposes of practice expenses. The assumption that a
physician’s practice expenses are being covered by the facility fee paid to the ASC (generally less than
the hospital & outpatient fee) is flawed, particularly where the physician performing the procedure has
no proprietary interest in, and no income flowing from, the ASC. It is irresponsible and inequitable for
HCFA to renege on its responsibility for fairness in payments to physicians by simply suggesting that
physicians may seek payment from hospitals for a portion of the practice expense provided to the
hospital under the DRG.

While destly Enhanced for Some Codes ut-Of-Offi itli chedulin

Records Remains Inadequate

In the June, 1997 NPRM, HCFA grossly understated costs for services in scheduling, patient
preparation, records and billing provided by the gastroenterologist’s office, as reflected by assigning the
most token practice expense RVU for almost all major endoscopic codes performed in the outpatient
setting. HCFA had proposed to allow approximately $5 for all costs associated with the office
scheduling a procedure at an outpatient setting, providing and instructing the patient on the preparation
for that procedure, other communications (e.g, follow-up questions initiated by patients), office follow-
up ot lab and pathology reports. communication of the results of the procedure to the patient (both
verbal, and usually follow-up in writing), explanation of prescriptions, follow up medications and billing
costs. In this NPRM, the PE-RVUs have been consolidated and there have been some modest
enhancements. Conservative estimates from GI practitioners place the above office services steps at 1 /2
hours of staff time, at the very minimum--applicable to each procedure, regardless of whether provided
as outpatient or in office. The PERVUs for the physician’s cost on these facility-based procedures
continues, nonetheless, to be significantly understated.
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Since HCFA's practice expense rulemaking initiative, if implemented, will affect both access to care and
quality of care, our Medicare patients are major stakeholders in this matter. Medicare patients deserve
the highest quality of care available and to have choices, i.e,, access to the physician of their choice.

The overall result of this proposed dramatic change in the Medicare fee schedule for gastroenterologists
will be to make seeing Medicare patients, in many instances. a losing proposition. For example, the
amount reimbursed may not be enough to cover the costs of keeping the office open during the time the
patient was seen. We expect that some physicians may respond to these cuts by terminating their
affiliation as participating physicians in the Medicare program; economic pressures could force those
physicians who are not affiliated with Medicare as participating physicians to reduce or eliminate
Medicare patients from their practice.

Patients and physicians alike are concerned that HCFA’s proposal would unfairly and arbitrarily shift
fees, with little regard for either collecting objective data on practice costs or the impact of the proposed
changes in terms of quality of care. HCFA'’s proposal to substantially change the fee schedule is placing
too great a burden on physicians. It is hard to disagree with the concept of compensation being tied to
the work performed and resources used. However, this is incompatible with simply trying to reduce
health care costs by unfairly and arbitrarily shifting fees with little regard for either collecting objective
data on practice costs or the impact of the proposed changes in terms of quality of care. If this HCFA
rule results in changes to the fee schedule that mean the government would reimburse the doctor less
than the cost of keeping the office open during the time patients are seen, some physicians will almost
certainly significantly reduce (or even eliminate) Medicare patients from their practice. The government
cannot cut fees by 20% or more in certain specialties without seeing the results in reduced quality of
patient care. We are strongly opposed to the development of a two-tiered system, with one level of care
for those with private insurance and the second for government-reimbursed patient services. Such a
system would reduce patients’ ability to choose their own physician. Physicians may not be able to
afford to spend as much time with or provide sufficient attention to those Medicare patients whom they
are able to see.

Wi ti
Under HCFA’s methodology, Medicare payments for many major surgical and other procedures would
drop below Medicaid. The extreme practice expense changes proposed by HCFA would make Medicare
the lowest payer for many important services, which could seriously hamper patient access to them.
Adverse Effect on Patients
This proposal will adversely affect patients--one likely resuit is fewer participating Medicare providers

to choose from, and physicians could easily be “incentivized” to office-based procedures to the
detriment of quality care.

Our nation’s most at-risk populations--minorities and the disabled--could see their access to specialty
care put at risk; rural areas and inner cities across the country could lose their access to life-saving
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medical treatment. Medicaid patients are already widely perceived as charity cases. Medicare patients
could be perceived the same way if HCFA’s proposal is approved. Such a system would lead to reduced

ability to choose one’s own physician, as Medicare patients would be perceived as another form of
charity care.

The proposed reimbursement cuts will severely compromise access to high quality, cost-effective
specialty care. Physicians who cannot secure fair reimbursement for practice expenses cannot absorb
these drastic reductions and continue to offer access to world-standard medicine. Adoption of HCFA’s
reimbursement plan will render near moot widely supported legislation to guarantee patient access to
specialty care. Moreover, this problem will not be limited to Medicare beneficiaries. The problems of
access to care in Medicaid are already well documented. If private insurers follow Medicare’s lead, as
otten they do. payment inequities will mushroom, and other patients will find the quality of medical care
similarly diminished.

HCFA'’s Proposal Will Unfairly Cut Fees, Devastate Practices, and Adversely Impact Both Patient
Access and Qualjty of Care

The Medicare program already has undergone significant belt-tightening in order to assure the long-term
tinancial stability of the program. and providers already have done their fair share. /n /997, for the first
1ime since the Medicare fee schedule was implemented, HCFA defied inflation and paid less for services
in 1997 than it did in 1996. Now, we face another proposal of massive cuts--but HCFA’s program is not
about Medicare reform--it is a preemptive strike at gastroenterologists, surgeons and others that would
leave practices financially devastated. Just as importantly, cuts of this magnitude will almost certainly
lead to serious cuts in both access to care and quality of care.

Until now, the practice expense discussion has been debated as an isolated issue. Serious disruptions
and access problems may occur if policymakers impose drastic payment cuts. With Congress recently
enacting new or additional physician payment cuts as part of the budget process, it is imperative that
HCFA policies accurately retlect physicians™ actual practice costs.

Because of its inaccuracies and data flaws, this proposal is grossly unfair and ill-conceived
economically. 1f HCFA actually implements these drastic cutbacks, physicians will have to reduce their
office statf dramatically. Patient satisfaction will go down, the quality of care they can deliver may
deteriorate; physicians will have no choice. In no other sector of the economy would government
consider mandating that employers cut their income by 20-25%! Yet that is exactly the kind of income
re-distribution policy that HCFA is proposing.

Implementati "HCFA's Policy Would End edical Educatj

The dramatic decrease in Medicare payments proposed by HCFA will have a devastating impact on our
nation’s academic medical centers. We risk undercutting these centers’ ability to provide high-quality,
specialized education for physicians. Moreover, the proposed HCFA reductions could result in fewer
dollars for academic medical centers to distribute to their research facilities. Such cuts would have
disastrous impacts on the kind of superb academic medical centers that attract our best and brightest
young physician talent. If we send the message that we no longer consider education and research a
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national priority, we will sacrifice one of our nation’s greatest assets, our world-class teachers and
researchers, and a generation of students. We cannot afford to do this.

Implications of This Rulemaking Extend Far Beyond Medicare

A large number of public and private payers follow HCFA physician payment policies. We have
received reports that some private insurance plans are preparing to implement huge physician payment
cuts correlating to HCFA’s announcement of a re-structured fee schedule based on its new practice
expenses methodology.

HCF A should also consider the degree to which dislocations would occur in pursuit of this goal as it
develops its final policy. HCFA might pay special attention to possible access issues--for example,
specialties that treat a high proportion of Medicare patients would see their per physician practice
expense payments reduced by substantially larger amounts than specialties that serve primarily other
ages. Substantial efforts to moderate the impact of this policy, beyond delay and phase-in, should be a
major priority--but HCFA has virtually ignored this economic imperative.

Major discrepancies between current HCFA payment levels and the new levels proposed by HCFA
should be carefully scrutinized. To guard against undue impact on patient service, for instance, limits
might be set on how much a given specialty could lose or gain in either absolute or percentage dollar
terms. HCFA should also place limits on the swing of RVUs upward or downward. (as was noted
above, 26 of the 50 top GI procedures would have swings of +/- 25% or more). Given this overall lack
of precision, HCFA might place limits on the percentage loss or gain any code or specialty group could
receive under HCFA’s proposed payment rules.

H hou d its plans to impl t ed t actice e
of the Medicare fee schedule until HCFA h red solid independent evidence of actu cti
expenses and has evaluated the impact of the rule on Medicare participation,

Agreement should be reached on the basic methodology and the data base before the design of a
transition and refinement process. Transitions and refinements cannot address fundamental flaws.

20. Problems with CPEP

HCFA Validation Panels Met--GI Panel Recommended Significant Increases in Staff Time
Allocations

One of the most important steps in HCFA’s process for revising its practice expense proposal was
securing input from meetings of so-called ‘validation panels.” The validation panels consist of expert
groups, including a gastroenterology panel, which met on October 6, 1997, to see if the HCFA proposal
accurately covered all key issues/costs. The GI panel consisted of gastroenterologists, internists,
surgeons, and government personnel--it should be noted that gastroenterologists, while well-represented,
constituted a minority of the panel. This was consistent with the overall objective for these panels of
assuring that no single specialty had a majority on a validation panel.
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The GI panel reviewed evidence, documentation and recommendations with respect to 14 GI CPT codes
that were examined. The first code examined by the group was flexible sigmoidoscopy--this code falls
within the purview of the GI group, even though over half of the Medicare flexible sigmoidoscopies are
performed by non-gastroenterologists. Much of the rationale as it relates to amounts of staff time
expended in scheduling, patient counseling, insurance pre-certification and billing used on flexible
sigmoidoscopy carried over to the other procedures that are mostly done by gastroenterologists. After a
great deal of discussion, deliberation and, in some cases debate, the GI validation panel recommended to
HCFA significant increases in the time allocated for administrative staff work, and more modest
increases in clinical staff time, for the GI procedures. The gastroenterology panel also expressed serious
concern with respect to HCFA'’s efforts to take differing reimbursement approaches to the practice
expenses allocated for endoscopic services, depending upon whether the procedure is performed in the
physician’s office, as compared to either the hospital or the ambulatory surgery center. They pointed to
the rules that Medicare itself has established as the minimal criteria for certification as an ambulatory

surgery center, as well as quality of care issues that very often gravitate toward doing these procedures
in the hospital or ASC setting.

HCFA Errs in Not Inc rating t visi t EP Inputs fr tober, 1997 Validatj
Panel|

In summarizing the basis for this rulemaking, HCFA states the October, 1997 validation panels
continued to review, revise and validate the work of the CPEPs. Yet, at page 30836, HCFA announced

“we have not incorporated any of those revisions (October, 1997 validation panels) to the data
primarily because our methodology for developing RVUs has been revised, and we were not
convinced that all the revisions that occurred during the validation panels were correct.”

We think it is patently unfair and disingenuous for HCFA on the one hand to cite the work of the
validation panels as one of the inputs to justify this rule, and then simply and arbitrarily to choose to
disregard the results. We believe the work of the GI validation panel did make significant improvements
in addressing several important CPEP deficiencies. We believe that the data revisions that occurred
during the validation panels are indeed still appropriate and should be incorporated into the final rule.

21. i i u ules: i Re i in Practi
X V. it ultiple P d

We agree with the agency’s decision not to propose any further reductions as to multiple procedures. As
ACG commented in previous rulemakings, reductions to endoscopic procedures which involve a
separate instrument being introduced into a separate body orifice and at a separate, subsequent time, is
not appropriate. resulting in little, if any, reduction in physician work, and no reduction on practice
expense in such instances. This makes multiple endoscopies very different from multiple surgeries
performed through a single incision. No comparable reductions therefore should be taken as to multiple
endoscopic procedures.

We believe that HCFA’s proposal last year to reduce practice expense RVUs for multiple procedures

was unjustified and inappropriate. The policy called for a reduction in the physician fee schedule
amount for the second through the fifth procedure. This would have involved a reduction in work
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practice expense and malpractice RVUs for multiple procedures. Since the fee being paid for the second
and additional procedures would already be reduced under the current proposal, further reductions in the
practice expense RVUs would create an exponential regression in physician fee payments. We oppose
any modifications that create a multiplier effect to further reductions in physician fee payments.

A special problem has arisen with respect to upper and lower endoscopies performed on the same day.
HCFA has articulated previously a unique policy for multiple endoscopies. We believe that HCFA’s
current policy results in underpayment for multiple endoscopies; nevertheless, we absolutely oppose
any modification that might result in still further reductions. In fact, as noted below. there are very
good reasons why HCFA should make full payment when an upper and lower endoscopy are performed
on the same day.

Currently, where two or more surgical procedures are performed, HCFA reimburses 100% for the most
expensive procedure and 50% for the second. RBRVS researchers at Harvard who developed the
original fee schedule methodology considered multiple surgical services through a common incision.
and found when more than one procedure is performed on the same day, that the level of work the
physician does is about 50% less than what it would be if such traditional “open” procedures were
performed on different days. This rationale falls apart when applied to endoscopic services.

GI endoscopic services are not major surgical or abdominal procedures that use a single abdominal
incision, so applying this policy is inappropriate.

(1) For GI endoscopic services, the physician time expenditure, risk and overhead are identical for
each procedure, whether they are performed on the same or different days. There are no

“savings” or economies realized by the gastroenterologist when these procedures are

performed on the same day.

(2) The two (upper and lower) procedures are performed via different body entry points, with
different equipment; the patient is, by necessity, positioned differently tor the procedures.

(3) When a patient has GI bleeding and other symptoms and it is unclear whether the patient
problem emanates from the upper or lower GI tract, it is normal for an inconclusive lower GI
exam to prompt an upper GI exam, and vice versa.

(4) It is preferable frequently for the patient to undergo same day procedures so that the patient
does not have to undergo multiple preparations, fastings, risk, sedations, and trips, and miss
more than one day of work.

To remove the existing tinancial disincentives, HCFA rules should be revised as they apply to GI
endoscopic services, to reimburse 100% of each procedure, provided procedures use separate entry
points and different instruments. To encourage performance of these procedures in the less expensive
outpatient setting, HCFA should not deny reimbursement for separate facility fees for both services to
the same extent that such fee would be payable for either of the services if performed on separate days.
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There are two basic grounds where HCFA's unfairness is especially evident--the behavioral offset,
(where fees are cut more than necessary to offset HCFA’s assumption that some physicians will cheat
the system to try to make up for reduced Medicare fee income), the concept of budget neutral

conversion factor and the baseline against which the magnitude of these proposed fee cuts is being
measured.

For gastroenterologists, this rulemaking would be the latest in a series of drastic fee cuts sustained over
the past ten years--HCFA's practice expense/fee schedule proposal indicates that when this rule is
implemented, we can expect to lose 14% off of today’s fees. But the rulemaking uses the wrong
baseline! If we look at 1998 fees (under this proposal) compared to fees on December 1, 1987, or even
GI Medicare fees as of the time when the Medicare fee schedule was enacted, gastroenterologists are
looking at cumulative cuts on outpatient procedures of about 65%!

HCFA'’s proposal includes a justification for the so-called behavioral offset. In addition to having
triggered universal opposition for this additional uncalled for financial hit, the most obvious question for
HCFA'’s discussion on this is, “where did Congress express any intent for a behavioral offset?” Neither
explicit nor implied intent are found in our reading of the legislation--in fact, we find no reference to the
concept. Quite simply, Congress did not intend or authorize HCFA to incorporate any behavioral offset
into the conversion factor. Congress never explicitly authorized it, and, therefore, we believe that
HCFA is completely unjustified in its attempt to implement this concept.

HCFA presumes that physicians will provide more services or bill at higher levels to offset a portion of
every dollar that they lose because of reductions in the practice expense component of payments under
the Medicare Fee Schedule. This presumption makes no common sense: will neurosurgeons do more
brain surgeries, because they are paid less for each one? How do physicians “invent” more coronary
bypasses? It is insulting to a profession that has ethical standards and is focusing ever more closely on
what is the most appropriate and cost-effective way of treating every specific medical problem. Results
of the efforts are evident in a flattening of the Medicare Fee Schedule payments.

23. Issues Relating to Specific Codes & Values

We reiterate our concerns with several GI codes, most pointedly--the obvious error relating to PERVU
for diagnostic colonoscopy (45378) and other colonoscopy codes.

Other refinements include HCFA’s request that commenters identify problems in relative terms to the
associated family procedure codes--therefore, we provided above detailed comparisons of upper and
lower GI endoscopies to flexible sigmoidoscopy.

To better understand the work involved in most endoscopies, it is helpful to see it in two components--
administration of conscious sedation and the diagnostic/therapeutic procedure itself.

38




We are concerned with the under-valuation of endoscopic procedures, payments which would be further
reduced by virtue of the NPRM. It must be understood that with each endoscopic procedure utilizing
conscious sedation (Upper GI Endoscopy, Colonoscopy, ERCP, etc.), including established patients,
there is an initial assessment by the physician to ascertain several things, including seeing that the
preparation was complete, that no drug allergies are present, that no new drugs are being taken, that a
physical examination to include auscultation of chest and heart is performed, and that an explanation of
the procedure to obtain informed consent has been provided. Then the patient is given intravenous
medication to produce conscious sedation. The endoscopic examination is performed. Then the record
is completed, usually written, and a dictated account of the procedure is performed. Often additional
letters to the other physicians caring for the patient are dictated as well. Finally, the physician meets
with the patient and family member prior to discharge from the endoscopy area, and makes a final
assessment of the patient’s response to the examination. The physician also gives a full explanation of
the findings of the study as well as how this will affect the patient’s management, often with dietary
instructions and a prescription for medications.

When one considers the RVU for conscious sedation, (HCPC’s 00810AA), and if one subtracts the RVU
for conscious sedation from upper GI Endoscopy codes (43235 and related codes), Colonoscopy codes
(45378-45385), the RV Us for the conscious sedation plus the endoscopic procedures is often close to the
RVUs that would be available for the conscious sedation alone. Anyone who has performed both will
tell you that they would rather give conscious sedation to three or four patients than handle the work of
total colonoscopy.

24. Medicare Reiml ¢ For GI Services Since 1987

The American College of Gastroenterology, working in conjunction with the American
Gastroenterological Association and the American Society for Gastrointestinal Endoscopy,
commissioned a study of gastroenterology which was conducted by the Battelle Institute in 1989-90.
The methodology used to measure pre- and post-service activities was to ask respondents to estimate the
percentage additional effort required for pre and post service activities. In fact, this is the same
methodology that had originally been used in the Hsiao research; subsequently Hsiao determined that
substantially lower overall pre- and post-values could be obtained by direct work ratings and
extrapolation in some cases. The final Hsiao numbers were derived by asking for a combined estimate
of pre-and post, which yielded lower values than if each component were asked separately.

Perhaps the most striking finding is that nationally, five different procedure codes (diagnostic UGI
endoscopy--CPT 43235, diagnostic colonoscopy--CPT 45378, colonoscopy for polypectomy--CPT
45385, UGI endoscopy for collection of specimen--CPT 43239, and colonoscopy for collection of
specimen--CPT 45380) accounted then for 50.9% of the total Medicare payments to gastroenterologists.

The RV Us for these five services (which are also referred to above under subsection 5) already were
substantially undervalued. This is clearly one reason why the economic impact on gastroenterology is so
much more serious than what HCFA originally projected. The evolution of 13 key GI codes is outlined
below. We are providing comments with respect to specific families of codes. However, the overall
perspective of what HCFA'’s past policies have done to reimbursement to the specialty demonstrates
why, gastroenterology objects to yet another unjustified ratcheting down.
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Here’s a quick summary of the probable impact on GI reimbursements if HCFA succeeds in this attempt
10 revamp the RBRVS fee schedule:

Medicare Reimbursements for GI Services Since 1987

2002 2002

MFSPer | MFS™

‘98 NPRM | Per'98

Office NRM
Rates Outpatient

ACTUAL |ACTUAL ACG NA full Rates

RVUs |NATL NATL  |AMOUNT |AMOUNT |TOTAL |RECOM- implement | (At fus
PER |AVG AVG REIM- | REW- CUTS | MENDED 1998 | 1998 ation using | implement
ORIG. [TOTAL  |TOTAL  |BURSED |BURSED |8789 |RvuPER MES™ |MFS— | 1998 ation using

CPT  |PROCEDURE/ |FEE [ALLOWED |ALLOWED |(11181) |(11m2)  [THRU |BATTELLE | 1997 Office | Ouwavent | Conversion | 1998
CODE |SRVC SCH. |1987 1989 (AVG) | (AVG) 92 DATA MFS™ |Rates  |Rates Facor | Conversion
Facior

43200 | Esophag 476 | $300.61 $234.12 | $179.06 | 41% |6.82~ 389/ |389/  |360: 5.78/ 288/
$131.68 |s14271 |$13207 |s21205 [s10455

43234 | UpperGi 563 | $344.22 $24267 | $193.26 | 44% |8.07- 488/ |488  |452. 4.66/ 347
$165.18 |$17903 |s162:3 [s$17096 |$116.30

43235 |EGD 6.68 $307.00 | $269.66 | $228.16 | -26% |9.58 575/ |s75/ |53t 6.48/ 3.66/
$19464 |$21095 |$19481 |$237.73 |$134.28

*43239 | Upper Glibiop | 7.62 $350.00 | 5308.47 |  5262.15 | -25% | 1267 646/ |646/ |598; 6.90/ a1
$21867 |s22881 |s21120 |s241.66 |$140.58

"43246 | Place Gaswmy | 11.43 $522.00 | $46155 | 540602 | -23% |16.40 1039/ |NA 960 NA §49i
lube ' $351.70 $352.20 $238.10

*43255 | Operative 1097 $462.00 | $38073 | $339.09 | -27% [1574= [1041/ |NA 9.62 NIA 6.40/
Upper GI $352.33 $352.83 $234.80

*43260 |ERCP 1301 | $53252 | $506.00 [ $44034 | 339592 | -26% |17.44 1233/ |NA 1233 |NA 8.56/
$417.37 $452.35 $314.04

*43262 | Sphinct 17.89 §74500 | $77324 | 962073 | -17% | 2590 1697/ |NA 16 NIA 10.65,
$574.43 $550 37 $392.19

45330 | Sigmox. 252 | $148.46 | $10600 | sea77 $73.39 | -50% |596 2317|2311 |21e. 4.50/ 1.46/
$78.19 |s8475 |s785:  |s16500 |$5356

45331 |Sigmodbiop. | 3.31 $142.00 | $14068 | S11749 | -18% |7.83 302/ |302/ |28 |48y 190/
$10222 |s11080 |s10272 |[s177.93  |s$69.70

*45378 | Diag. Col. 848 | $509.23 | s45200 [ $31044 | 26242 | 49% |1321 822/ |82/ |88 8.38/ 606
$267.82 |$20030 |s2e:0  [s202.34 [ s208.:

*45380 | Col/biop. 9.49 $503.00 | $346.35 [ $29489 | 42% [1597 920/ |920/ |B82: 8.78/ 6.15/
$311.42 |$33752 [s32253 [s32211 | s22583

*45385 | Colpotyp 12.46 $704.00 | $486.95 | 542004 | 41% |17.13 1254/ |25/ |11 1082 |81
' $42448 |$44389 |[s47c-- |s3rs88  [$277m

Discrepancies in these categories are of heightened importance because these are among the top twenty gastroenterology
services, in terms of overall financial impact on the Gl practice, per 1989 Battelle Institute study.

h These RVUs were extrapolated from ACG recommended RVUs on closely related services which had been derived from Battelle
data.

**  Amounts are calculated simply by published total RVUs x $33.85 (1997 conversion factor), and $36.6873 (1998 conversion factor,
respectively); total dollar amounts vary slightly from HCFA NPRM tables and text, which were computed differently.
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The economic impact of the proposed regulation will be devastating.

We do not believe that HCFA can, in candor or fairness, maintain that there is only negligible economic
impact since its objective is to make payments more equitable--with major proposed increases in
cognitive services and commensurate decreases in procedural ones. Moreover, HCFA again has unfairly
changed the baseline--looking only at short increments and ignoring the longer term picture that tends to
reduce the apparent magnitude of the cuts. HCFA’s figures do not reflect the cumulative tremendous
adverse impact on certain specialties like gastroenterology where, with this latest proposal,
reimbursements will have dropped in the range of 65%.

The Endoscopy and Gastroenterology field has made major technological and practice strides in recent
years. Itis generally agreed amongst physicians that this field has provided a significant positive impact
on health care. Our investigative efforts have greatly decreased the need for surgery in treatment of
peptic ulcer disease. Surgery for gallbladder disease has diminished greatly in recent years, in part
because of endoscopic removal of gallstones. Endoscopic treatment of gastrointestinal bleeding has
diminished greatly the need for emergency surgeries. Our ability to remove colonic polyps should lead
to elimination of colon cancer, the second leading cause of cancer in this country today. Rapid
advances in cost-effective therapy will be undermined by HCFA’s proposed cut in support for this type
of work. This is penny-wise and pound foolish.

While the volume of endoscopic services has increased significantly, it should be noted that these
procedures are not regarded as necessarily pleasant and therefore there is virtually no risk of volume
abuse. ACG and other gastroenterology groups work hard at patient education and prevention. There is
significant evidence that these procedures, unlike most others, ultimately result in savings of federal
funds, with malignancies being diagnosed earlier, and patients spared many later surgeries and other
expensive hospitalizations and treatments.

Endoscopy has made a great impact in improving quality of care. It has gone a great distance in sparing
medical costs. It is incongruous on the one hand that the federal government has recently recognized the
critical role of colorectal cancer screening by implementation of the Congressional enacted Medicare
benefit, and then imposition of such a major reduction in outpatient colonoscopy, a 28% decrease can
easily translate in reduced interest by some physicians in encouraging screening.

26.

HCFA initiated a Notice of Proposed Rulemaking on Medicare Practice Expenses on June 18, 1997, and
solicited comments on the proposed rulemaking. Comments were encouraged for receipt in advance of
an August 18, 1997 deadline date, and thousands of comments were submitted. The June 5, 1998
proposed rule addresses the same issue, and refers in several areas to the June 18, 1997 Notice of
Proposed Rulemaking. HCFA should have reviewed and responded to the comments it received on the
June 18, 1997 proposal as background and preface for the June 5 new proposal. We do not see such a
comprehensive review of comments in the pending proposal. We believe that the quality, integrity and
legal legitimacy of the rulemaking is compromised by HCFA's failure to catalog and respond to the
comments submitted on the similar predecessor rulemaking that the agency published last year.
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Who Commented, and What Do The Comments Say?

Looking back at the comments on the June 18 NPRM, it appears HCFA received as many as 9,000
comments. We believe that a significant percentage of those comments came from gastroenterologists
and others with interest in the GI field. Of copies of comments that ACG has catalogued and reviewed
thus far, two-thirds came from gastroenterologists. With two-thirds of the comments coming from
gastroenterologists, it is clear that this rulemaking is unique in terms of the magnitude of the potential
financial impact on the GI community. We hope that HCFA will bear the magnitude of the concerns
from the GI community in mind as the agency reviews the comments and re-writes the proposal.

With the work values, physicians had four years to evaluate the methods and data before the initial
implementation date. The practice expense changes involve far greater potential reductions in payment
than occurred with the work values. HCFA ignored a Congressional mandate to issue a report in June,
1996 on the methodology and potential impact of practice expense changes. Congress wanted
physicians and policymakers to have 18 months to determine if HCFA was on the right track. HCFA
used one set of assumptions for the 1997 proposed rule, and physicians then attempted to generate new
data based on those assumptions. Now the premise for the policy has changed significantly and we are
again asked to perform high speed analysis on a new conceptual framework. Under best case scenarios,
physicians will have no more than eight weeks to prepare for the initial stage of changes affecting
Medicare, cutting physician payments to our practice a minimum of 14%!

HCFA does not cite any evidence in either of its proposals, to support its contention that no Regulatory
Impact Statement is required. If no policy were being changed, it might be possible to avoid the
Regulatory Impact Statement. However, this proposal includes not only the new practice expense
methodology, but also a bifurcation in office and outpatient payment policies. In this rulemaking, HCFA
moves to abolish existing policies on site-of-service differential and tray fees. Therefore, we believe a
Regulatory Impact Statement is imperative.

We think that it is clear this practice expense rulemaking, with all it entails, would undoubtedly result in
expectations that physicians provide the same or greater services as compared to those which they
currently provide, but for reduced reimbursement. Undoubtedly, the adoption of this proposal would
result in significant economic detriment to physicians. HCFA notes, if this Fee Schedule were
implemented, it will result in a 20% reduction in the Medicare income of gastroenterologists
prospectively. As we have demonstrated using HCFA’s own numbers, in actuality, this translates to
cumulative cuts of 65% when compared to 1987.

b. Reeul Flexibili I p k Reducti f 1980
(44 US.C. 3501)

We contend that implementation of this proposal, as it stands, would violate the Regulatory Flexibility
Act and the Paperwork Reduction Act of 1980 because adequate filings required in both of these Acts
did not accompany the proposal.
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28. Request for A Public Hearing

We believe that the issues discussed in this proposal are of very broad interest, with a lasting
significance to physicians, other providers, third party carriers and beneficiaries. For this reason, we
request that the agency schedule and conduct public hearings to receive a broad range of viewpoints on
this important question.

29. Conclusion

Doctors will support an equitable Medicare reimbursement system. What HCFA has proposed here,
however, while improved somewhat from last year’s NPRM, remains fundamentally unfair, is based on
questionable methodology, and has a large number of obvious flaws. It utilizes as a substitute for
gathering current data, an existing database not designed for the practice expense purpose, which grossly
understates gastroenterology practice expenses, traceable in at least some measure to a very small
sample size and the lowest of all response ratios. The proposal also misstates the likely economic
impact on gastroenterologists. HCFA'’s rulemaking is wholly unacceptable, and requires major
additional revisions before it could form an acceptable basis for reform of existing policies on Medicare
practice expenses.

HCFA’s proposal is unilateral in the sense that it is not backed by sound actual data on physician
practice expenses from an independent source. The proposal, if implemented in anything close to its
current form, will have grievous implications not only for physicians--gastroenterologists and other
procedural specialties--but for patient care as well. These actions fly in apparent total disregard for the
Congressional mandate for accurate collection of data before such an implementation could be effected.
We re-emphasize that there is virtually no other industry that has such actions forced upon them by a
government agency without accurate collection of data, assessing the impact on not only the providers
but on recipients of the providers services.

We welcome the opportunity to meet with you and to respond to any questions you may have regarding

our comments.
‘/ /%W /7 /

Sarkis J. Chobanian, M/D FACG John W. Popp, Jr., MD, FACG .
President Chairman, National Affairs Committee

Sincerely,

FAFILESACG\CMTES\NATIONAL\HCFA\PRACEXP\POPP.VER
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LJATES *12/15
Appendix #5

Table 4
Payment Impact of the June 5, 1998 NFRM
Percent Change in Relstive Value Units from MFS 1998
Top 50 Sesvices, Ranked by 1998 Practice Expense Payments
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Appendix #6

EXCERPT ON
SITE-OF-SERVICE
INCENTIVES FROM
ACG COMMENTS ON
JUNE 18, 1997 PROPOSAL

- " , .
Wﬂw—w t Medicare Pati

Contrary to the PPRC recommendations that constitute an important component of the legislative
history on the Congressional mandate for resource-based practice expenses, and which envisioned
a site-neutral practice expense policy, HCFA's proposal creates clear incentives for physicians to
shift procedures from the outpatient setting into the office. In fact, it is better to characterize it that
HCFA has created penalties for physicians who continue to provide Medicare procedure services
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in a hospital or ambulatory surgery center. Only by shifting these cases to the office would the
physician be permitted to re-coup anything beyond the most marginal direct practice expense cost.
For example, on diagnostic colonoscopies, HCFA's rule would pay the physician about $5 for all
direct practice expense costs if the case is performed in the hospital or ASC, but would pay
approximately $120.17 for direct practice costs, if the case is performed in the office.

‘The majority of diagnostic colonoscopies on Medicare patients are performed in the hospital or
ASC for good reason that has nothing to do with economics--to meet the quality of care standard
for the safety of the patient. While colonoscopy has an excellent record of safety, it cannot be
regularly and safely performed in the ordinary office setting.

1. The patient is regularly sedated with valium, demerol or similarly medication and
requires monitoring equipment and access to interventional devices in the event of an
adverse reaction to these medications.

2. A recovery area is required where the physician and other professional staff can assure
that the patient has regained all normal functions before being released.

3. While complications of bleeding or perforation are limited, the facility must be equipped
to deal immediately with such complications when they occur.

4. Routine sterilization and infection control of equipment generally requires a separate
room where cleansing can be accomplished completely distinct from patient treatment
areas.

The normal physician office setting does not provide these safeguards. HCFA knows this. HCFA
has, for instance, helped prescribe the criteria that must be met to qualify as a Medicare-approved
ambulatory surgery center. Colonoscopies on the Medicare population cannot be safely be
performed in a routine physician office setting. There are a small number of gastroenterologists’
offices across the country that have been outfitted with the types of facilities present in an
ambulatory surgery center, but where the physician has not applied for Medicare certification. It is
arguable that significant volumes of Medicare colonoscopies can be safely performed in such a
"certifiable” setting. Such situations likely account for the modest percentage of Medicare
colonoscopies that are billed as being performed in an office setting. But this modest number of
unique office settings cannot be cited as a criteria to change the standard of care.

If HCFA's proposal resulted in significant volumes of Medicare colonoscopies being done in the
office, an impossible anomaly would result. Physicians performing office procedures would be
subject to malpractice litigation in which they would undoubtedly be challenged for having
violated the prevailing standard of care which would require the kind of special facilities found in
the hospital or ASC. Medicare's own rules establishing the certification criteria would be cited.
Would HCFA's incongruous policy of providing economic incentives to have physicians shift
these cases to the office be sufficient to protect these physicians from adverse judgements?--
undoubtedly not!
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In fact, it has been reported to us that there are state regulations in some jurisdictions that require
that colonoscopies must be performed in hospitals or ambulatory surgery centers. Would HCFA's
policy incentivizing the movement of these colonoscopies to office settings be a defense in claims
of a violation of such state law?

Obviously, the correct answer here is that HCFA''s incentives toward office-based colonoscopies is
out of sync with the prevailing standard of care, physician malpractice obligations, and state law.
The answer is NOT to simply drop the practice expense payment for office procedures to the same
unfairly low level as this proposal would prescribe for outpatient services. That would compound
the inequity. HCFA needs to scrap the office/outpatient differential in practice expense payment,
and return to the current policy of a single, fair unified fee--at a minimum at the level which the
NPRM would set for office procedures--fairly compensate physician practice expenses, whether in
the outpatient or office setting (the type of site-neutral policy that PPRC espoused to Congress),
and continue to use the tray fee and site of service differential to address the differences between
costs/payments for office and outpatient site of service.

5. \CG O Plans To Scrap Site-Of-Service Differential (Section 414,32)

[n addressing the site-of-service differential, HCF A acknowledges “that some office practice cost
is incurred when physicians perform procedures outside the office setting.” We agree with this
statement but must underscore that HCFA has ignored the maxim in assigning the most token
practice expense RVU of 0.14 relative value units to almost all major outpatient endoscopic codes.
This means HCFA proposes to allow approximately $5 for all costs associated with the office
scheduling a procedure at an out-patient setting, providing and instructing the patient on the
preparation for that procedure, communication of the results of the procedure to the patient,
explanation of prescriptions, follow up medications and billing costs. In short, with respect to the
endoscopic codes, HCFA’s policy essentially ignores the agency’s own conclusion that some
office expenses are incurred.

HCFA'’s proposal on replacing the site-of-service differential with two levels of practice expense
RVUs by code is premised on its contention that practice expenses for hospital-based and
ambulatory surgery center procedures are covered under the facility fees. In fact, a facility fee is
paid to the institution and the physician does not receive that payment nor does it cover the
physician’s expenses. Therefore, the policy HCFA proposes is too short sighted and, as HCFA
should clearly understand, is inequitable.

As noted above, we therefore oppose the proposed revisions to policy Section 414.32 modifying
the site-of-service differential.

6. ACG Opposes Plans To Scrap Separate Tray Fee (Section 414.34)

HCFA also proposes to discontinue separate payment for supply codes, i.c., A4263, A4300 and
A4550. Previously HCFA established RVUs which included practice expense payments to
physicians for all procedures. They recognized that there were additional costs involved for
supplies when services were provided in the physician’s office and provided these tray fees to
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TABLE 1-4
SMS TABULATIONS FOP RUCASPECIALTY SOCIETIES
SPECIALTY PROFILES
GASTROENTEROLOGY

# RESPONDENTS

MEAN AGE

LOCATION

3 RURAL
§ SMALL METRO (< 1 MILLION)
S LARGE METRO (1 MILLION+;

CENSUS DIVISION

ry

ry

NEW ENGLAND
MIDDLE ATLANTIC
EAST NORTH CENTRAL
WEST NORTH CENTRAL
SOUTH ATLANTIC
EAST SOUTH CENTRAL
WEST SOUTH CENTRAL
MOUNTAIN

PACIFIC

T LAY LT LANT LRNT LORY LNT LY (Y ]

BOARD CERTIFIED

TIME SPENT IN OFFICZ

§ 0-25% OF HOURS IN OFFrICE

% 26-50% OF HOURS IN OFFICE
% S1-75% OF HOURS IN OFFICE
§ 76-100% OF HOURS IN OFFICE

TIME SPENT IN SURGERY

0~-25% OF HOURS IN SURGERY
26-50% OF HOURS IN SURGERY
$1-75% OF HOURS IN SURGERY
76-100% OF HOURS IN SURGERY

T

OF REVENUES FROM MEDIZARE
PATIENTS COVERED BY MEDICARE

USING PROXY FOR EXPENSES

TYPE OF PRACTICE

SOLO
SINGLE SPECIALTY GROUP
MULTIPLE SPECIALTY GROUP

a & »

PRACTICE SIZE

EQ

A Y TR T o]

2-4 MD PRACTICE
5-9 MD PRACTICE
10-25 MD PRACTICE
26+ MD PRACTICE

“w P e w

IPMENT EXPENSES
WITH < $5K
WITH < $6-14K
WITE < $15-24K
WITH $25+K

Source: Center for Heaith Policy Research. American Medical Associstion, 1995-1997 SMS Surveys.
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