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September 29, 2005 B TEP 20 D wub

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O.Box 8017

Baltimore, MD 21244-8017

RE: CMS-1502-P
‘Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2006

Dear Dr. McClellan:

The American Society of Nephrology (ASN) is a professional association
with approximately 8,500 members. Of this membership, about 95% are
physicians, with the remaining members basic scientists with a primary
interest in renal disease. Virtually every licensed nephrologist in the United
States is a member of the ASN, with an additional 3,000 nephrologists from
82 other countries comprising the remainder of our membership. The
Society is focused on promulgating innovative research related to renal
disease, and on providing continuing medical education to physicians and
scientists dedicated to the improved understanding and treatment of renal
disease.

The ASN welcomes the opportunity to respond to the recent proposed
revisions by Centers for Medicare and Medicaid Services (CMS) regarding
reimbursement for physicians for outpatient dialysis care. The ASN
recognizes the critical role of nephrologists in the care of dialysis patients.
ASN supports the intent of the CMS proposals to optimize the care
provided to dialysis patients and increase the satisfaction that patients
derive from the opportunity to routinely interface with their nephrology
physicians.

ASN wants to commend CMS for its willingness to work with the renal
community this past calendar year on many important issues and challenges
facing ESRD patients, physicians and dialysis providers.



The ASN submits the following comments on various aspects of the CMS proposals
“Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule
for Calendar Year 2006”, published in the Federal Register on August 8, 2005.

L TELEHEALTH

The ASN supports Medicare reimbursement for Medical Nutrition Therapy (MNT)
services, provided via telehealth arrangements, for individuals with chronic kidney
disease (CKD). We support the MNT provision because MNT is one of the factors that
can improve long-term outcomes of kidney (disease) patients.

We recognize the fact that the MNT benefit appears to be underutilized. Implementation
of a telehealth provision will enhance access to this important service for CKD patients.
This is particularly true for patients who live in rural and in some instances urban settings
where distance (and transportation issues) would constitute a barrier to keeping
appointments with Medicare approved providers of MNT services. Assuming
appropriate equipment is available; the following settings could be used for MNT
telehealth, either as the originating site or the receiving site: nephrology group practice
offices, hospital outpatient departments, rural health clinics, CKD clinics and centers
approved for Diabetes Self-Management Training. It would also seem appropriate that a
dialysis facility could provide telehealth services if there is dedicated space —for such
services - in the dialysis unit,

ASN applauds CMS for recognizing that dialysis patients can benefit from telehealth
services.

Case Mix Adjustments to the Composite Rate

Section 623 of the Medicare Modemization Act required the establishment of basic case-
mix adjustments to the composite payment rate for dialysis services. The November 15,
2004 Final Rule implemented three categories of patient characteristic adjustments (age,
body mass index (BMI), and body surface area (BSA)) that were implemented April 1,
2005. CMS is proposing to retain these categories and patient characteristics as case-mix
adjustments for 2006.

The ASN urges CMS to evaluate different case-mix adjustments, and make the necessary
coding changes to put them in to affect. We are concerned that the existing case-mix
adjustments will not improve survival rates or significantly improve the quality of life of
kidney disease patients. The current case-mix adjustments do not compensate providers
for other resource utilization demands or the intensity of care required by frail, elderly
dialysis patients or dialysis patients with co morbidities and/or ambulatory problems.

We suggest that CMS should consider an adjustment after the first six months of End-
Stage Renal Disease (ESRD) because many beneficiaries/patients require additional




attention and medical care. For example, ASN suggests that CMS develop a new code to
reimburse dialysis providers for the care of ESRD patients with diabetes.

IL ESRD - Pricing Methodology

The ASN urges CMS to adopt a drug reimbursement (and pricing) methodology that is
sustainable and predicable. Beginning January 1, 2006, CMS proposes to reimburse
dialysis providers for separately billable ESRD drugs based on Average Sales Price
(ASP), rather than the Average Acquisition Payment (AAP) methodology. The
advantage of the ASP methodology is that ASP can be updated periodically by
calculating data routinely provided by pharmaceutical companies. If CMS plans to use
an ASP-based methodology, the Agency should use the most recent available ASP data
when calculating the initial payments and update it quarterly.

ASN is concerned that significant lag times in updating pricing data results in a decrease
in reimbursement that no facility has the ability to make up. To address this issue, we
encourage CMS to provide retrospective payments to dialysis facilities particularly small
or independent dialysis providers so they will not be forced to cut back on services
provided to dialysis patients or close. In either case, patients will suffer, especially if the
small, independent dialysis provider operates the only dialysis facility in remote, rural or
under-served areas.

ASN encourages CMS to work closely with the renal community to examine principles
carefully before issuing the Final Rule.

III.  ESRD - Drugs and Biologicals

The ASN recommendations that CMS recognize that there is a need for well-designed
drug add-on adjustments that compensates both hospital-based and dialysis facilities for
the actual loss of revenue due to changes in reimbursement for separately billable drugs.
ASN highlighted this in our 2005 Proposed Physician Fee Schedule comment letter.

CMS proposes that hospital-based dialysis facilities should receive the same add-on
adjustment as independent dialysis providers, even though independent providers were
reimbursed on the basis of the average wholesale price (AWP) before 1, 2004, for all
drugs except erythropoietin. Hospital-based facilities were reimbursed for these same
drugs at cost, and will continue to be reimbursed at cost in 2006, if the provision in the
current draft Physician Fee Schedule rule is finalized.

We acknowledge CMS’ public response to errors identified by the renal community with
some of the calculations related to the drug add-on adjustment. ASN encourages CMS to
work with the renal community to address other add-on adjustment concerns such as the
calculation of the update factor for estimating the CY 2006 drug reimbursement. In




addition, we urge the Agency to establish separate add-on adjustments consistent with the
requirements of MMA § 623(d) and congressional intent.

1V.  ESRD Composite Rate Wage Index

The ASN believes the revising the ESRD composite rate wage index is long overdue.
The current composite payment rates are calculated using a blend of two wage indexes,
one based on hospital wage data for fiscal years ending in 1982, and the other developed
from 1980 data from the Bureau of Labor Statistics (BLS). The failure to update the
ESRD composite wage index has made it difficult to recruit and retain professional staff,
especially in areas where the cost of living is high. The ASN applauds CMS on its
decision to address this issue in the 2006 Proposed Rule.

We are concerned however that the proposed revisions will dramatically reduce the
payments that many facilities, especially those in rural areas, will receive. It has been
estimated that reimbursement for rural facilities could be cut by as much as $22 per
treatment. If this estimate is accurate, we have serious concerns that rural and remote
facilities will be able to survive. This is of critical importance because dialysis patients in
rural and remote areas may be required to travel long distances, three times per week, for
treatment at dialysis facilities far from their homes.

The ASN encourages CMS to establish an appropriate transition period for revisions to
the ESRD composite wage index. We recommend that the ESRD composite rate wage
index adjustments be phased in over five years and that CMS provide annual updates of
the wage index in each of these years. It is critically important that CMS implement the
necessary revisions to the wage index in a manner that does not undermine the stability of
the ESRD community.

V. ESRD — Exceptions Process

CMS should clarify that the Agency will continue to recognize the exception status of
non-pediatric facilities being paid through this process until these facilities relinquish
their status in writing. The current regulations contain procedures on how dialysis
providers can request exceptions to ESRD facility composite payment rates, and establish
five criteria for approval of exception requests.

ASN recommends that CMS retain the exceptions process for all five criteria in order to
preserve access to care for dialysis patients and to foster evolution in the patterns of
dialysis care. The recent experience with Hurricanes Katrina and Rita underscore the
need for an exceptions process to provide continuity of dialysis care during extraordinary
circumstances.

We believe that self-dialysis and more frequent dialysis should be preserved as options
for appropriate patients. In particular, patients with congestive heart failure — a fast-




growing segment of the ESRD population - may require four dialysis treatments per
week. Finally, the exception for isolated essential facilities should be retained because of
the potential impact on access to care resulting from the proposed changes in the
composite payment rate wage index and reimbursement for ESRD drugs.

V1. Closing

The ASN shares your goals of improving outcomes for dialysis patients and is committed
to working with CMS to foster optimal physician care for individuals with chronic kidney
disease. We believe our proposed recommendations and a constructive dialogue between
ASN, through its Dialysis, Hypertension, Acute Renal Failure, Transplantation and
Chronic Kidney Disease Advisory Groups, and CMS will prove helpful in the exchange
of ideas and viewpoints when formulating workable solutions now and in the future.

Thank you for the opportunity to respond to the recent CMS Proposed Rule and your
consideration of our comments. We welcome your response to our recommendations and

the opportunity to contribute to the final guidelines.

Sincerely,

Dol GBerl

Tomas Berl, M.D.
President
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September 30, 2005

Dr. Mark McCellan

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H Humphrey Building

Room 445-G

200 Independence Avenue, SW
Washington, DC 20201

Re:  CMS-1502-P: Proposed Rule for Revisions to Payment Policies under the Physician Fee
Schedule for Calendar Year 2006

Dear Administrator Mc(lellan:

Kidney Care Partners (KCP) is pleased to have the opportunity to provide the Centers for
Medicare and Medicaid Services (CMS) with comments about the Proposed Rule for Revisions to
Payment Policies under the Physician Fee Schedule for Calendar Year [CY] 2006 (Proposed Rule).
70 Fed. Reg. 45764. KCP is an alliance of members of the kidney care community that works with
renal patient advocates, dialysis care professionals, providers, and suppliers to improve the quality of
care of individuals with irreversible kidney failure, known as End Stage Renal Disease (ESRD).!
Specifically, KCP urges CMS to:

% Adopt a drug reimbursement methodology that is sustainable and predictable,
incorporates the most current pricing data available, minimizes any lag time, and
recognizes the needs of smaller dialysis facilities;

% Correct the remaining errors related to the calculation of the drug add-on
adjustments and comply with the congressional mandate to establish separate add-on
adpustments for hospital-based providers and independent facilities;

»
C.O

Implement the revised geographic wage index and provide a more appropriate
transition to minimize the negative impact the revisions will have on some facilities;

! A list of Kidney Care Partners coalition members is included in Attachment A.

50100 Kidney Care Partners *+ 2550 M St NW « Washington, DC « 20037 » Tel: 202.457.5683
127v3
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% Clarify that the Agency will continue to recognize the exception status of non-
pediatric facilities being paid through this process until these facilities relinquish their

status in writing; and

% Include dialysis facilities as originating sites for purposes of telehealth services and
implement the proposal to include medical nutritional therapy as a telehealth service.

L ESRD-Pricing Methodology/Payment for ESRD Drugs: CMS should adopt a
drug reimbursement methodology that is sustainable and predlctable,

mcorporates the most current pricing data available, minimizes any lag time, and
recognizes the needs of smaller dialysis facilities.

KCP encourages CMS to adopt a drug reimbursement methodology that reflects the
following principles. As a threshold matter, we acknowledge that the previous Average Wholesale
Price (AWP) methodology was flawed. However, as Congress and MedPAC recognize, modifying
the drug reimbursement methodology addresses only half of the problem with the ESRD
prospective payment system. To truly fix this system, Congress and CMS must reform the
compostte rate methodology by providing an annual update mechanism. Although the drug add-on
adjustments serve an important role in the reform effort, they alone are not enough. Therefore, to
ensure the success of any drug reimbursement methodological change, we urge CMS to work closely
with Congress to establish an annual update mechanism to the composite rate as quickly as possible.

As a first principle, the drug reimbursement methodology selected must be sustainable and
predictable. Drugs play an imponant role in the weatment of dialysis patients. This significant
component of dialysis treatment accounts for approximately 40 percent of facility expenditures
related to patient care. It is, therefore, critically important to patients, facilities, and the kidney care
community that Medicare reimbursement for drugs does not fluctuate significantly and that &t
accurately reflects as closely as possible the actual cost of providing these drugs to patients.

Second, the drug reimbursement methodology should be based upon the most current data
available. KCP understands that the Proposed Rule relies upon proxy data to estimate payments.
However, it is critically important that CMS clarify that it will use the most recent data available
when it ultimately calculates the payment for ESRD drugs. If CMS were to use an Average Sales
Price (ASP)-based methodology, the Agency should use the most recent available ASP data when
calculating the initial payments and update it quarterly. If it were to select an Average Acquisition
Price (AAP)-based methodology, it should update the data quarterly to account for changes in
current pricing as well. Current data will ensure that Medicare reimbursement reflects as closely as
possible the actual cost of providing these drugs to patients.

Third, CMS should adopt a reimbursement methodology that minimizes the lag between the

time when the list price for a drug changes and the time when 1t is incorporated into the Medicare
payment. As MedPAC has recognized, Medicare reimbursement for dialysis does not cover the cost

3890127v3
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of providing care to patients. With negative Medicare margins and no annual update to account for
inflation, no facility would be able to cover its costs if there is a significant lag between pricing
increases and Medicare’s recognition of such increases. A significant lag time results in a decrease in
reimbursement that no facility has the ability to make up. To address this issue, we encourage CMS
to provide retrospective payments to dialysis facilities so that they do not have to bear the burden
that results from a significant lag time between the increase in drug prices and an increase in

payment.

Finally, CMS should pay particular attention to how its selection of a drug reimbursement
methodology will affect smaller facilities. Located mostly in rural or under-served areas, these
facilities do not have the same economies of scale that larger facilities do. They are less likely to be
able to survive sudden changes in costs if the reimbursement methodology does not incorporate

them quickly.

KCP encourages CMS to consider these principles carefully before issuing the Final Rule.
We also welcome the opportunity to work closely with the Agency to ensure that the drug
reimbursement methodology meets the needs of the entire ESRD communy.

II.  ESRD-Drugs and Biologicals: CMS should correct the remaining errors related
to the calculation of the add-on adjustments and comply with the congressional
mandate to establish separate add-on adjustments for hospital-based providers
and independent facilities.

KCP sincerely appreciates the Agency’s quick, public response to critical errors identified by
its members with some of the calculations related to the drug add-on adjustment. The correction
notice issued September 1 resolves our concerns related to the Proposed Rule’s exclusion of three
“J”-codes and the inclusion of hospital-based provider data in the calculation of the weigh for
erythropoietin. Even though these important corrections increase the add-on adjustment to 11.3
percent, KCP remains concerned that CMS has not comrected the calculation of the trend factor, the
estimation of the cost of syringes for administering erythropoietin, and the calculation of the update
factor for estimating the CY 2006 drug reimbursement. In addition, we urge the Agency to establish
separate add-on adjustments consistent with the requirements of Medicare Prescription Drug,
Improvement, and Modemization Act of 2003 (MMA) § 623(d) and congressional intent.

A Correcting the trend factor

KCP is concemed that by applying an erythropoietin-based growth estimate of 9 percent,
the Agency has incorrectly calculated the trend factor it proposed to use for determining the drug
add-on adjustment. We strongly urge the Agency to use a trend factor that reflects the historical
growth rate of ESRD drugs and that can be validated.

The proposed 9 percent does not reflect the historical trend factors for erythropoietin or

non-erythropoietin separately billable drugs, which are significantly higher. In its March 2005
report, MedPAC calculated the increase in spending for non-erythropoietin separately billable drugs

3890127v3
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as 17 percent per year between 1996 and 2003. It determined that the historical trend for
erythropoietin was an estimated 14 percent per year during the same period? The Moran Company
(TMQ) also reports that the growth factor should be higher. Using the publicly available 5 percent
sample data, TMC established a growth trend of approximately 11-12 percent.® The artificially low
estimate will result in dollars being taken out of the system. Congress expressly indicated that the
add-on adjustment should be cost neutral to the program. 42 US.C. § 1395r(b)(12)(E). If the
trend factor is not corrected, CMS will be ignoring this explicit congressional intent.

The Proposed Rule also assumes that the growth rate of non-erythropoietin separately
billable drugs can be correlated to that of erythropoietin so that a calculation of distinct growth
factors is not required. 70 Fed. Reg. at 45791, This assumption is inappropriate. When evaluating
the growth of separately billable drugs, MedPAC recognizes that a difference exists between
erythropoietin and non-erythropoietin separately billable drugs. As noted, in its March 2005 report
and contrary to the assumption in the Proposed Rule, MedPAC was able to estimate a significant
difference in the growth trends of erythropoietin and the other separately billable drugs.! CMS
should undertake a similar analysis.

Given the MedPAC and TMC analyses, KCP strongly encourages CMS to recalculate the

growth factor using the separate estimates for erythropoietin and non-erythropoietin separately
billable drugs and to base these estimates on historical trends, as required by the statute.

B.  Estimating the costs of syringes

KCP is also concerned that CMS has miscalculated the cost of syringes used to administer
erythropoietin, which is another critical aspect of calculating an appropriate drug add-on adjustment.
CMS estimates the value of these syringes to be $1.6 million for hospital-based providers and $26.8
million for independent facilities. 70 Fed. Reg. at 45791. When reviewing the math, TMC
concluded that these amounts are too high given the number of treatments CMS projects.
Specifically, if facilities administered erythropoietin in conjunction with each of the 34.5 million
projected dialysis treatments, the total amount of payments attributable to syringes would be $0.50 *
34.5 million = $17.5 million in the aggregate,’ which is significantly lower than CMS’s estimate.
However, erythropoietin is not administered to every dialysis patient during every treatment session;*

MedPAC, “Report to the Congress: Medicare Payment Policy,” 123 (March 2005).

¥The Moran Company, “Analysis of the Proposed 2006 Update to the ESRD Prospective Payment System” %
{September 2005).

*See supma, note 2.
55ee supma, note 3.
*For example, EPO would not be provided to all patients with polycystic kidney disease, many of whom maintain

normal hematocrit levels. Patients using peritoneal dialysis also do not receive EPO. Other patients would be titrated
and would not receive a dose in a particular month.
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therefore, it is more likely that the amount would be $15 - $16 million. CMS should re-estimate this
value before calculating the drug add-on adjustments.

C.  Estimating the 2006 ASP +6 percent amount for calculating the add-on
adjustments

Based upon the analysis of our members, KCP believes the proposed methodology for
calculating the 2006 drug reimbursement (which CMS proposes as ASP+6 percent) for purposes of
determining the add-on adjustments will lead the Agency to understate the correct amount and will
result in a calculation that is not budget neutral. In addition to using the appropriate inflation factor,
CMS should also base its calculations on the most recent manufacturer pricing data available -
rather than a four-quarters average - to more accurately reflect price changes in the payments.

CMS should rely upon an inflation factor that represents historical trends of ESRD drugs
only, rather than on one that includes all drugs in the aggregate. The Proposed Rule indicates that
the Agency seeks to use an inflation factor of 5.7 percent, which is the forecast of the Producer
Price Index (PPI) for all prescription drugs. This factor simply does not reflect the actual ESRD
drug trends, as CMS’s own data (described in the table below) indicates.

Jan'05
Payment Apr'05 Jul'05 Oct'05 Oct'05vs. Oct'05vs. 2002 Non-

Drug Limit Payment LimitPayment LimitPayment Limit  Jul'05 Jan'05 Wgts Epogen
Epogen $9.317 $9.250 $9.307 $9.313 0.1% (0.0%) 67.9%
Zemplar $4.017 $3.971 $3.871 $3.809 (1.6%) (5.2%) 15.9% 49.5%
Venofer $0.362 $0.365 $0.365 $0.359 (1.6%) (0.8%) 5.0% 15.6%
Hectorol $2.797 $2.784 $1.501 $1.684 12.2% (39.8%) 1.3% 4.0%
Ferrlecit $4.829 $4.726 $4.713 $4.699 {0.3%) (2.7%) 6.0% 18.8%
Infed $11.060 $11.218 $11.223 $11.344 1.1% 2.6% 07% 20%
Carnitor $14.649 $11.122 $12.174 $11.270 (7.4%) (23.1%) 1.7% 5.2%
Alteplase $30.152 $30.089 $30.772 $31.436 2.2% 4.3% 0.2% 0.6%
Calcitriol $0.710 $0.859 $0.623 $0.817 N1% 15.1% 1.2% 3.8%
Vancomycin $2.419 $3.188 $2.983 $3.200 7.3% 323% 02% 06%
Wgtd Avg ASP+6%

Total $ 769 § 758 3 760 $ 759 (0.2%) 0.1%

Non-Epogen § 427 $ 406 $ 400 § 394 (1.5%) (2.8%)

The above table shows the recent ASP+6 percent trends for ESRD drugs. It indicates that the
actual trend is a 1.2 percent decline in prices overall and a 6.3 percent decline for the non-

"Please see Section I supra for the KCP’s comments about the CMS proposal to adopt ASP+6 percent as the drug
reimbursement methodology for CY 2006,
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erythropoietin drugs. Thus, based upon this data, a broad industry update trend of 5.7 percent is
not an appropriate estimate for ESRD. If CMS were to use this broader trend, it would result in a
significant understatement of the 2006 drug reimbursement amount, which would result in an
approximate decrease of $4.42 per treatment because of the miscalculation of the add-on
adjustment.

D.  Establishing separate drug add-on adjustments

As KCP has discussed on several occasions with CMS, we remain gravely concemed that the
Agency continues to endorse an incorrect legal interpretation to support its conclusion that it may
adopt a single add-on adjustment. We believe the plain text of MMA § 623(d) and its legislative
history require the adoption of separate add-on adjustments that distinguish between hospital-based
providers and independent facilities. In addition, the single add-on adjustment is also inconsistent
with CMS precedent and public policy because it establishes unjustifiable windfall payments to
hospital-based providers.

Simply put, the most appropnate interpretation of the statute of the whole requires CMS to
create separate add-on adjustments. The plain text clearly indicates that Congress did not seek to
upset the existing balance between hospital-based providers and independent facilities. Congress did
not require CMS to adopt a single reimbursement methodology for separately billable drugs. See 42
US.C. § 1395m(b)(13)A). In addition, Congress clearly instructed the Inspector General to
calculate the difference between the amount of payment using 95 percent AWP and the acquisition
costs for these drugs using data from independent facilities only. MMA § 623(c). By discussing
changes only to the reimbursement methodology for erythropoietin and those drugs reimbursed at
95 percent of the AWP, the Conference Report also indicates that Congress intended to modify only
the payments for drugs billed separately by independent facilities and erythropoietin. H. Rep. No.
108-391 at 683-87. If Congress had intended to establish a consolidated add-on adjustment, it
would have also consolidated the reimbursement methodology for all drugs billed separately
regardless of the setting in which they are administered. It did not.

This interpretation is consistent with the congressional intent and the interpretation of other
agencies. The bill's managers acknowledge this interpretation in letters to CMS in which they stated
the text and legislative history reflect their intent that CMS establish two distinct add-on adjustments
as well. The Office of the Inspector General (OIG) akso agrees because when it conducted its
congressionally mandated study to determine the cost of separately billable drugs, it expressly
excluded the hospital-based providers from its analysis, consistent with its statutory mandate.®
Therefore, CMS should not assume authority Congress did not grant it and establish a single,
consolidated add-on adjustment instead of the required separate add-on adjustments.

In the preamble to the CY 2005 Final Rule, the Agency incorrectly interprets the word
“difference” as evidence that it must establish a single add-on adjustment. This interpretation not

SOIG, “Medicare Reimbursement for Existing End Stage Renal Disease Drugs” (May 2004).
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only ignores the text and legislative history, it is also inconsistent with the Agency’s initial
interpretation of the statute that indicated it believed the MMA provided it with the authority to
adopt separate add-on adjustments. In addition, the interpretation ignores the rule of construction
that indicates that legislative terms which are singular in form may apply to multiple subjects or
objects. See Smithu Zachary 255 F.3d 446 (7th Cir. 2001); Johrson u Perrod Drillirg Ca, 803 F.2d 867
(5th Gir. 1986); s alsg 1 US.C. § 1 (“[iln determining the meaning of any Act of Congress ... words
importing the singular number include and apply to several persons, parties, or things”). The
Agency nself interprets the singular term “composite rate” in the preceding provision to be plural as
well. Given this clear rule of construction, CMS’s reliance on its interpretation of “difference” is
misplaced.

The CY 2005 Final Rule also includes two additional erroneous arguments to support its
adoption of a single add-on adjustment. First, the preamble argues that CMS plans to implement a
single add-on adjustment because it must maintain higher payments for hospital-based providers. 69
Fed. Reg. at 66320. This interpretation is incorrect because the plain language of 42 US.C. §
1395m(b)(7), upon which it is based, requires only that CMS establish rates for hospital-based
providers and independent facilities that are different. The text does not specify that the hospital
based rate must be higher. 42 US.C § 1395rr(b)(7). Second, the preamble also implies that CMS
believes a single add-on adjustment is appropriate because if it were to adopt separate percentages it
would have 10 establish different calculations for budget neutrality and the case-mix adjustors based
upon facility type as well. This assertion has no support in the statutory text or legislation history.

In addition, the adoption of a single add-on adjustment provides hospital-based providers
with inappropriate windfall payments, which result in a transfer of $54 million from independent
facilities to hospital-based providers in 2006 alone.” Combined with the 2005 windfall, the impact
would be a decrease of approximately $2.00 per treatment for independent facilities and a windfall of
approximately $11 per treatment increase for hospital-based providers. To continue a policy that
shifts funds from independent facilities to hospital-based providers in contrast to congressional

intent will negatively affect access to care and could drive patients to higher cost settings.

KCP strongly urges CMS to recognize that Congress mandated separate add-on adjustments
and to distinguish between payments to independent facilities for all separately billed drugs and
those to hospital-based providers for erythropoietin.

E. Payments for separately billed drugs provided by hospital-based providers

The need for distinct add-on adjustments arises from CMS’s decision to continue to
reimburse hospital-based providers based on reasonable costs for separately billable drugs, while
reimbursing independent facilities using a different methodology. Consistent with MedPAC's
recommendations, KCP supports the use of the same reimbursement methodology across dialysis

5See supra, note 3 at 11.
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settings™® and the collection of data on acquisition cost and payment per unit for drugs from
hospital-based providers."

III.  ESRD-Composite Payment Rate Wage Index: CMS conrectly proposes to
revise the geographic wage index, but should also provide a more appropriate
transition to minimize the negative impact the revisions will have on some
facilities.

Even though KCP is pleased that CMS seeks to: (1) revise the geographic wage index using
the Office of Management and Budget (OMB) definitions; (2) update the labor share component of
the ESRD market basket; (3) eliminate the ceiling; and (4) update the wage index annually, we are
concerned about the immediate effect of the changes on the dialysis community. Because the
current wage index values are based on data from the early 1980s, revising the wage index is long
overdue. However, the revision will dramatically reduce the payments many facilities, especially
those in rural areas, will receive. Therefore, KCP encourages the Agency to provide for an adequate
transition and to monitor the impact closely before reducing or eliminating the floor.

As a threshold matter, KCP urges CMS to provide greater transparency regarding the
calculations used to develop the new wage index. In particular, CMS should provide the data and
methodology used to establish the budget neutrality factor.

While the new labor share, elimination of the ceiling, and annual updating of the wage index
are essential to improving the ESRD prospective payment system, CMS should carefully consider
the impact of these revisions on some dialysis facilities. KCP urges the Agency to implement a
transition that recognizes the limited flexibility some facilities have in adjusting to the decreases in
reimbursement they will face in light of the new wage adjusted payments. With negative Medicare
margins and no annual update mechanism to account for inflation, these facilities simply do not
have the ability to adapt to significant reimbursement changes. It is critically important that CMS
implement the necessary revisions to the wage index in a manner that does not undermine the
stability of the ESRD community.

IV.  ESRD-Exceptions Process: CMS should clarify that the Agency will continue
to recognize the exception status of non-pediatric facilities being paid
through this process until these facilities relinquish their status in writing.

Based upon conversations individual KCP members have had with CMS officials, it appears
that the Agency recognizes the Proposed Rule creates unnecessary confusion about the continued
validity of exceptions elections by non-pediatric dialysis facilities. In the Medicare, Medicaid, and
SCHIP Benefits Improvement and Protection Act of 2000 (BIPA), Congress eliminated the ability

1'MedPAC, “Repon to the Congress: Issues in a Modernized Medicare Program™ 91 (June 2005).

Uid at 96.
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of dialysis facilities to seek exceptions payments, but permitted facilities that were already paid
through the exceptions process to maintain their exceptions status until they notified CMS that they
no longer wanted to receive the exceptions payments. BIPA § 422. In the MMA, Congress
modified this phase-out of the exceptions process by reinstating exception rates for pediatric
facilicies. MMA § 623(b).

Most of the language of the preamble to the Proposed Rule suggests that CMS recognizes
that facilities already receiving exceptions payments (such as exceptions for self-dialysis training
costs) may continue to do so. 70 Fed. Reg. at 45841. However, some preamble language also
appears to contradict this policy. 74 In addition, the proposed regulatory text eliminates the
current provisions that implement the congressional mandate to allow facilities to maintain existing
exception status. Id at 45873-74. Given that CMS agrees that facilities that already have exceptions
status may choose to maintain this status until they provide written notice to eliminate the status,
KCP urges CMS to reinstate the language currently located at 42 CFR. § 413.180(¢) and to clanify
this aspect of the exceptions process in the preamble to the Final Rule.

V. Telehealth: CMS should include dialysis facilities as originating sites for
purposes of telehealth services and implement the proposal to include
medical nutritional therapy as a telehealth service.

KCP applauds CMS for recognizing that dialysis patients can benefit from telehealth
services. To maximize these benefits, CMS should include ESRD facilities — as a whole, rather than
" only satellite offices — within the definition of originating sites for telehealth services. Telehealth
services can play an important and vital role in providing care to patients with kidney disease.

KCP also supports expanding the definition of telehealth services to include medical
nutritional therapy (MNT) provided by licensed dietitians or nutritional therapists. The limited
access to nutritional therapists is problematic for patients with Stages 3 and 4 kidney disease who
live in rural and remote areas.

Dietary counseling is an important tool to assist patients in improving their nutritional status
and to control the levels of several critical electrolytes in their bodies, such as potassium (which can
lead to fatal arthythmias) and phosphorous (which has a long term effect on bones and
cardiovascular disease). The availability of nutritional therapy via telehealth wall permit greater
flexibility in providing these services by allowing more frequent contact between dietitians and
patients, even if they cannot be in the same physical location. Patients in rural and remote areas wili
especially benefit from this modification.
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VI. Conclusion

KCP members sincerely appreciate your review of our concerns and look forward to
working with the Agency on implementing the Rule. Please do not hesitate to contact Kathy Means
at 202-457-6328 if you have questions regarding these comments.

Sincerely,

Ka) A

Kent J. Thiry
Chairman of the Board

Kidney Care Partners
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Analysis of the Proposed 2006 Update to the
ESRD Prospective Payment System

On Monday, August 8, 2005, the Centers for Medicare and Medicaid Services (CMS)
published a proposed rule setting forth policy and methodology changes for 2006 in the
prospective payment system for End Stage Renal Disease (ESRD) services under
Medicare. On August 26, CMS posted a correction notice on its Web site revising some
of the data used to calculate the 2006 payment amounts, and providing corrected update
adjustment factors. The Moran Company was commissioned by Kidney Care Partners
(KCP) to conduct an analysis of the data and methodology used by CMS to determine its
proposed payment policy, in order to identify methodology and data issues that might
warrant comments on the proposed rule. This report presents our findings regarding
issues of potential technical concern that KCP may wish to address in communications
with the agency going forward. Our analysis is directed toward the CMS data and
methodology as amended by the correction notice.

Policy Summary

In the Medicare Modernization Act (MMA), Congress mandated a number of important
policy changes to reimbursement for treatment of dialysis patients. Prior to 2005,
Medicare made two types of payments to ESRD providers:

¢ They were paid a flat dollar “composite rate” payment per dialysis treatment.

» They were separately reimbursed for drugs under the then-prevailing payment
methodology under §1842(0) of the Social Security Act', which provided for
reimbursement of drugs at Average Wholesale Price (AWP) minus 5% (although
erythropoietin (EPO) for ESRD use was reimbursed at a separate statutory rate of
$10.00 per 1,000 units.)

In the MMA:

¢ The Congress provided a uniform 1.6% update to the base composite rate for both
hospitals and free-standing facilities.

¢ The Congress directed that, in lieu of prior payment methodologies, ESRD
providers would be reimbursed for the actual acquisition cost of drugs.

¢ The statute provided a prospective adjustment to the basic composite rate,
commonly.called the “drug spread add-on”, to reflect compensation to ESRD
providers for the loss of the “spread” between prior payments and acquisition
cost.

! Statutory references in this paper, unless otherwise noted, are to the Social Security Act, as amended by
MMA,
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¢ The statute authorized the Secretary to make case mix adjustments for ESRD
patients, and to adjust the wage indexing methodology applied to ESRD
payments.

CMS implemented these payment changes for 2005 by rulemaking in calendar year 2004,
In that process, CMS made a number of significant policy choices:

¢ It elected to use pricing information collected by the Health and Human Services
Office of Inspector General (OIG) to set “average acquisition cost” payments for
ESRD drugs.

s It elected to implement the drug spread add-on as a percentage adjustment (8.7%
in the Final Rule) applied uniformly to both the hospital and free-standing facility
rates.

e It implemented a limited system of case mix adjustment.

o [t deferred implementation of wage index adjustments.

For 2006, CMS is proposing to revisit some, but not all, of these policy choices.
Highlights of the proposed rule include the following:

¢ For 2006 and later years, CMS proposes to move ESRD drug reimbursement from
the current schedule based on acquisition costs to payment under §1847A, which
provides for reimbursement of all ESRD drugs at average sales price (ASP) plus
6%. Beginning 1/1/06, these payment rates will be updated quarterly.

o CMS will update the drug spread add-on required by the statute in 2006 to reflect
this change, and to incorporate later data.

¢ CMS will implement a transition to a new wage index policy based on the
recently-revised structure for wage area classification implemented for other
payment systems.

e CMS is proposing no changes in the case mix adjustment system implemented in
the 2005 Final Rule.

Based on our review of these policy changes, and the data and methodological issues that
underlie them, we believe that the primary issues of concern to the KCP members are
likely to flow from the way in which CMS elected to update the drug spread add-on
adjustment, which it is proposing to increase from the 8.7% adjustment provided in the
2005 rates to an 11.3% adjustment for 2006.?

The Drug Spread Add-On Methodology

While CMS draws on data from a variety of sources to determine the amount it proposes
for the drug spread add-on adjustment, the critical variables are presented in Figure One.

2 This amount was corrected, in the Web site notice, from the published value of 8.9%.

THE MORAN COMPANY




Figure One

% ADD-ON = WTD % CHANGE * PRIOR LAW DRUG $$3
TREATMENTS * WTD COMPOSITE RATE

As indicated in that figure, there are four key variables that drive calculation of the
adjustment:

¢ The percentage change in payment rates for ESRD drugs between prior policy and
the proposed payment methodology, weighted by volume across the drugs
actually used by ESRD providers.

¢ CMS’s estimate of the volume of drug spending that would have occurred under
prior law.

These two values are multiplied together to obtain an estimate of the aggregate dollar
value of the difference between prior payment policy and the proposed policy. This
value is then related to the composite rate via two additional variables.

¢ The estimated number of dialysis treatments to be performed in the adjustment
year; and

¢ The weighted average value of the composite rate (which we estimate, using CMS
data, to be $128.81 in 2005 and later years).

First, the estimated dollar difference between prior and proposed drug payment policy is
divided by the estimated treatments to convert it into a per treatment value. This value is
than divided by the $128.81/treatment weighted composite rate to determine the add-on
percentage.

As indicated in Figure One, this methodology creates a linear relationship between the
estimate of the add-on percentage, and changes in any of these four variables. Holding
the other three variables constant, a ten percent increase in the value of a variable in the
numerator will increase the add-on percentage by ten percent, €.g., from 11.3% to 12.4%.
Conversely, a ten percent increase in the estimated number of treatments would reduce
the value of the add-on percentage by a factor of 1/1.1, or by 9.09% percent.

Based on our analysis, we do not believe that the variables in the denominator of this
calculation have a meaningful effect on the accuracy of the CMS add-on estimate. With
respect to the composite rate, this is true tautologically, since the composite rate values
are fixed in statute and hence invariant. While CMS slightly reduced the estimate of
treatments from the 35.8 million estimate in the 2005 Final Rule to the 35.4 million value
used in the proposed rule, this change of slightly more than 1% in the numerator would
cause only a comparably small change in the add-on percentage.
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Variations in the data CMS uses in the numerator of this calculation, however, could have
a more material effect, since our analysis suggests the potential for greater uncertainty
over the appropriate values to use for each of these variables. In the sections that follow,
we discuss each of these values in turn.

The Weighted Percentage Change Calculation
The methodology CMS has employed in all three rulemakings related to the ESRD

prospective payment system is summarized in the graphic in Figure Two.

Figure Two

~ ™
§1847A PRIOR SHARES
LAW
WTD % CHANGE = | | = | v | e * —
N~ _/

Under this methodology, CMS determines three sets of values for each of the top ten
{volume) ESRD drugs:

¢ The dollar per unit value of the post-MMA drug payment policy (in this case,
ASP + 6%) for each drug.

s The dollar per unit value of the pre-MMA drug payment policy ($10/1,000 for
EPO, AWP-5% for the others); and

o The respective market share of the drug among the top ten, weighted by payment
volume.

Using these variables, CMS calculates a percentage change from pre- to post-policy
prices for each of the ten drugs, and then produces a composite percentage change
weighted by payment market share. Table One shows the data CMS is using in this
proposed rule as amended by the correction notice, to make this calculation.
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Table One

Calculation of Weighted Percentage Change Due to Payment Policy Change

Table 20 Table 21 Table 22 Table 23

Weighted Impact

Drugs ASP+62Q05 AWP2QO05 %ofTopTen % Change
EPO $ 925 $ 1000 69.33% 7.50% -5.20%
Calcitriol $ 0386 $ 140 0.84% 38.70% -0.33%
Doxecalciferol $ 278 $ an 1.48% 10.60% -0.16%
Iron dextran $ 1122 $ 13.04 0.23% 37.80% -0.09%
Iron sucrose 3 037 5 066 7.03% 45.10% -3.17%
Levocarnitine $ 1112 $ 36.75 0.77% 69.70% -0.54%
Paracalcitol $ 397 $ 537 14.61% 26.00% -3.80%
Sodium ferric glut $ 473 $ 823 4.96% 42.60% -2.11%
Alteplase, recomb $ 30.09 $ 38.82 0.56% 22.50% -0.13%
Vancomycin $ 319 $ 555 0.19% 42.60% -0.08%

-15.59%

The data values for the pre- and post-policy prices are based on administrative data. The
ASP-based payment values are derived from manufacturer ASP reports for the second
calendar quarter of 2005; the values published track to the values presently reported for
this period on the CMS Web site. The prior law payment values are derived from
published AWP prices for the first quarter of 2005; these have been updated to the second
quarter using an increase percentage that annualizes to 3.0%.

As the data suggest, the percentage change calculated using this methodology is highly
sensitive to the market share assumptions, particularly that for EPQ. In contrast to all
other drugs, the pre- to post-policy payment change for EPO is only 7.5%, in comparison
to the 10-70% changes for the other products. Since EPO is the dominant product,
relatively small changes in the market share attributed to EPO can produce large changes
in the reported composite percentage change — which as noted above produces a
proportional increase (or decrease) in the add-on percentage.

* CMS indicates in the proposed rule that the market share values it is using are
derived from 2004 claims data. Since these data were not available in time for
this analysis, it is impossible, at this point, to verify this calculation.

¢ These data, however, were completely revised by the correction notice.

In the proposed rule, CMS indicated that it would use full year market share data
from 2004 — a period prior to the change in payment methodology — to weight this
calculation. We believe that this is the correct methodology choice.

¢ Absent evidence that the revised data reflect errors, we believe that this
calculation, as corrected, has been properly done.
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Estimating Pre-Policy ESRD Drug Spending

As suggested above, the other major determinant of the accuracy of the drug spread add-
on adjustment percentage is the accuracy of CMS’s estimates of pre-policy drug
spending. A formal statement of CMS’s approach to estimate these values would be the
foliowing:

Figure Three

PRIOR LAW DRUG $$$vear = ACTUAL $$52003 * (1 + TREND)YEAR 209

In its methodology description, CMS indicates that it bases its projections on actual
claims data for drugs billed by ESRD providers in 2003. After conversations with CMS
analysts involved in generating these estimates, we have checked their 2003 EPO
spending estimates against publicly-available data from the 2003 5% Outpatient Standard
Analytical File (SAF), and believe that the base values they are using are consistent with
the data we see in the SAF.

To index these values forward to 2005 (and subsequently to 2006), CMS indicates that it
performed an analysis involving 2005 claims data, in which they derived a year over year
growth trend of 9% for EPO, and then applied that trend to update both EPO and non-
EPO drug spending to 2005 (and then to 2006).

Since the 2005 claims data CMS employed in this analysis are not available to the public,
we cannot verify the accuracy of this estimate, or test the applicability of this EPO-based
trend to other products.

This value, however, is materially lower than the drug trend observed in the last few
years for which ESRD drug claims data are publicly available. As CMS indicates in its
discussion of this issue in the preamble to the proposed rule, there is no clear and
consistent pattern of year-to-year changes in drug spending. In the aggregate, however,
the trend is clearly upward: the 2003 drug spending totals for all ESRD drugs reflect an
11.2% compound annual increase over the level of ESRD drug spending in 2001.

Since, as noted above, the drug spread add-on percentage varies in direct proportion to
changes in estimated prior law drug spending, even relatively smal! differences in
assumed growth rates, when compounded over a 2-3 period, can produce meaningful
differences in the drug spread add-on percentage. This reality is demonstrated in Table
Two.
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Table Two

Effect of Alternative Drug Spending Growth Assumptions

9% Growth Rate 11.2% Growth Rate
2003 Base 100.00 100.00
2006 Estimate 129.50 137.50
% Difference 6.18%

As shown in this table, a 2.2% difference in the annual trend assumption employed in the
CMS methodology would, compounded over the three year period between 2003 and
2006, result in a 6.18% difference in the value of prior law ESRD drug spending 2006,
which, holding everything else constant, could increase the calculated drug spread add-on
percentage from 11.3% to 12.0%%.

The exact effect of disparities in trend assumptions, over time, will depend on whether
and how CMS makes future adjustments to reflect variance between forecast trends and
actual changes in ESRD drug spending. The presentation in the proposed rule suggests
that CMS intends to anchor its future calculations in historical drug spending data for CY
2004, and then to continually rebase the calculation to historical actuals before estimating
a new prospective adjustment.

If this methodology is followed, the impact will depend on whether the variance between
projected trends and actuals is random over time. If CMS overestimates trend in some
years while under-estimating trend in other years, the cumulative effect of prospective
adjustments would be neutral relative to the statutory intent to make budget-neutral
adjustments to the drug spread add-on adjustment going forward.

If, however, there is a bias (even if inadvertent) in the relationship between forecast

trends and subsequent actuals, errors relative to pure budget neutrality could accumulate
over time. Table Three shows the potential magnitude of such effects.

THE MORAN COMPANY




Table Three

Effects of Lags in Adjustments to Drug Spread Add-On Calculations

Base Year 2005 Yearl Year2 Year 3

Hypothetical CMS Projected Trend 9% 2% 9%
Hypothetical "Actual” Trend 12% 12% 12%
Drug Spend Add-On Units 100.00

Contemporaneous Estimates w. Retro Ad]ustment 109.00 12208 136.73

Actual Drug Spend 11200 12544 14049

Disparity (3.00) (3.36) {3.76)

In this table, we have applied the stated CMS estimating methodology in a scenario in
which drug trend was consistently estimated at 9%, but actual trend was retrospectively
determined to be 12%. In each year, we have retrospectively adjusted the prior year’s
drug trend to the actual before applying the 9% forecast trend off that adjusted base. As
the data presented in the table indicate, a consistent downward bias in the prospective
estimate would mean that, even after reconciliation to known actuals, the drug spread
add-on percentage calculation would accumulate errors.” Since payments to providers
would not be retrospectively adjusted to offset the prior underestimate, there would be a
widening disparity between actual payments and true budget neutrality.

The Adjustment for EPO Syringes

In its projections of pre-policy drug spending, CMS correctly adjusts the values used to
reflect the fact that, beginning in 2005, Medicare makes separate payment at $0.50 per
unit for syringes used to administer EPO for ESRD use. In the proposed rule, CMS
indicates that the amounts of the adjustments made were $1.6 million for hospital-based
facilities and $26.8 million for free-standing facilities. While claims data for 2005 are
not yet available to directly check these values, there is reason to believe that these
amounts may be overstated, resulting in a corresponding understatement of pre-policy
drug spending in 2005 and 2006. The reason for this conclusion is that, even were it
assumed that Medicare would pay for an EPO syringe in 100% of the estimated 34.5
million dialysis treatments, total spending on syringes would be only $17.25 million
across both settings of care. It is our understanding that intermediaries will reimburse
only one syringe per dialysis treatment. We believe, therefore, that CMS should recheck
the source of the data being used to make these adjustments.

Measuring the Effects of Uniform Adjustments on Free-standing Providers

Whatever judgment KCP members may reach about the accuracy of the drug spread add-
on adjustment percentage, CMS’s decision to continue to make uniform adjustments to

? If the prospective trend estimate reflected a consistent over-estimate, of course, the bias would work in the
opposite direction.
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both the hospital and free-standing rates means that a proportionate share of the
adjustment will be paid to hospital-based providers in 2006, even though they will
continue to be paid on a cost basis for drugs other than EPO. KCP members requested
that we update our prior estimates of the magnitude of this effect to be consistent with the
CMS proposed add-on percentage of 11.3%. Our findings from this analysis are
presented in Table Four.

Table Four

Impact of Uniform Adjustment Policy on Free-Standing Providers

Estimates of Dollar Value of Reimbursement Policy Change

2005 2006 2006 Treatments BascRate  Adjustment Variance
Base Increment Implied Value
{millions of dollars) {millions of dollars)
Hospital EPOQ 518 $2 $20 4,946,302 $132.41 $74 +$54
Freestanding Totat $445 $50 $495 30,453,698 $128.35 $442 -$54
$463 $52 $516 35,400,000 3516

As these data indicate, the corrected CMS add-on percentage is consistent with an
estimate that the MMA reimbursement policy change will lower EPO reimbursements to
hospitals by approximately $20 million in 2006, while drug reimbursements to free-
standing providers would be lower by $495 million. By applying a uniform percentage
adjustment to both the hospital and free-standing rates, however, the CMS methodology
weights the value of the adjustment toward hospital providers. We estimate that an
11.3% adjustment would increase hospital reimbursements by approximately $54 million
in 2006. This $54 million gain relative to CMS’s estimates of the reimbursement policy
shortfall would be offset, however, by lowering reimbursements to freestanding providers
by the same amount, or $1.53 per treatment ($54 million divided by 35.4 million
projected treatments). If a uniform add-on policy is implemented in the Final Rule for
2006, the cumulative effect of this reallocation of the drug spread add-on would reduce
payments to free-standing providers in 2005-2006 by $82 million.

In evaluating the appropriateness of the uniform adjustment policy, KCP members asked
us to evaluate how cost-based reimbursement for non-EPO drugs in the hospital setting
affects the economics of dialysis treatment by hospital-based providers. To evaluate this
question, we tabulated payments to hospital-based ESRD providers for non-EPO drugs as
reported in the 2003 5% Sample Outpatient Standard Analytical File. Our findings are as
follows:
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Table Five

Non-EPO Drug Reimbursements by Provider Type

Drug Average Payment Per Unit, 2003
Free-Standing Hospital-Based Hospital/Free-Standing

Alteplase $ 2739 § 52.03 190%
Calcitriol $ 120 § 4.62 384%
Doxercalciferol $ 414 § 9.50 229%
Iron Dextran $ 1398 § 30.46 218%
Iron Sucrose $ 058 §$ 1.19 206%
Levocarnitine $ 2666 $ 28.72 108%
Paricalcitol $ 434 % 11.70 270%
Sodium ferric glut $ 7.08 % 18.26 258%
Vancomycin HCL $ 545 3 13.28 243%

These data are preliminary, and should be interpreted with considerable caution. This
table reports the payment values, recorded at the level of individual claims, for dialysis
provider bill types presented by both hospitals and free-standing providers. It is our
understanding that, in paying ESRD claims from hospital-based providers, fiscal
intermediaries annually establish prospective payment rates for ESRD drugs other than
EPO based on hospital billed charge amounts for each drug, and the cost-to-charge ratio
information presented on cost reports. This practice is consistent with the statutory
payment policy of cost-based reimbursement for these drugs. We have confirmed that, in
the underlying data, the drug-specific payment amounts do vary by hospital. Absent far
more detailed analysis of these data, however, we cannot tell whether the significant
observed disparities in reimbursement for these drugs between hospital-based and free-
standing providers reflect actual reimbursement differences, rather than being artifacts of
anomalies in unit coding of these drugs by hospital-based providers.*

Summary Conclusions

As the discussion in the preceding sections makes clear, our analysis suggests that CMS’s
calculation of an 11.3% drug spread add-on, while materially corrected from the
calculations presented in the proposed rule, may still be subject to some degree of
uncertainty. Although CMS’s estimate of dialysis treatments in either 2005 or 2006
could be a potential source of error, we do not believe such an error, if any, is likely to be
material. By contrast, potential errors in either the policy change percentage, or the

* In prior work, we have noted that unit coding errors in hospital outpatient departments for separately-
reimbursed prescription drugs can be frequent. In the hospital OPPS, errors in coding translate directly into
errors in payment, since the payment methodology works on a per-unit basis. In the instant case, however,
if intermediaries are paying for drugs based on charge information rather than the unit count, payments for
the drugs could accurately reflect the Medicare concept of reasonable cost even if the cost per observed unit
appear inflated relative to the AWP-based payment policy applicable to freestanding centers in 2003.
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estimate of prior law drug spending in 2005 and 2006, could be material. Though CMS
has made a substantial effort to correct its calculation of the weighted change in payment
rates between prior policy and current law, subsequent experience may show that CMS’s
estimate of a 9% drug growth trend may be understated. As noted above, consistent
underestimates, if accumulated over time, could lower payments to ESRD providers
relative to budget neutrality.’

‘In evaluating the accuracy of compensation for policy changes in drug reimbursement, it is also irportant
to understand that, under the ESRD prospective payment methodology CMS has implemented, the portion
of the payment intended to compensate providers for changes in drug reimbursement is subject to wage
indexation. While this payment policy is clearly implied by the language of §623 of MMA, it has the effect
redistributing the add-on value relative to the drug costs experienced by providers, which are generally
based on uniform national market prices.
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President

September 30, 2005

Dr. Mark McClellan

Centers for Medicare and Medicaid
Room 445-G

Hubert Humphrey Building

200 Independence Avenue, SW
Washington, DC 20201

Re: CMS-1502-P; Revisions to Payment Policies Under the Physician Fee
Schedule for Calendar Year 2006

Dear Dr. McClellan:

The Federation of American Hospitals (“FAH”) is the national representative of investor-
owned or managed community hospitals and health systems throughout the United States.
Our members include teaching and non-teaching hospitals in urban and rural parts of the
United States. We appreciate the opportunity to comment on the Centers for Medicare
and Medicaid Services’ (“CMS”) revisions to payment policies under the physician fee
schedule for calendar year 2006.

Wound Care Coding

The FAH strongly recommends that CMS review the assignment of status indicator B to
CPT codes 97602, 97605, and 97606 (active wound care management with non-selective
debridement or negative pressure wound therapy per session) for payment under the
Medicare Physician Fee Schedule (MPFS). The services described by CPT codes 97602,
97605, and 97606 are frequently performed in outpatient hospital departments (i.e.,
wound care centers) by licensed wound care nurses incident to physician services.

CMS noted in the Medicare Qutpatient Prospective Payment System (OPPS) proposed
rule for 2006 that it referred the status of 97602 to the MPFS for evaluation, and that CPT
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code 97602 is packaged into the selective wound care debridement codes 97597 and
97598 (active wound care management with selective debridement per session). The
FAH disagrees with this statement because the coding guidelines indicate that CPT 97602
would not be separately reported with CPT code 97597 or 97598.

Typically, when the services performed meet the definition of CPT codes 97602, 97605,
or 97606, no other service is reported. These non-selective debridement and negative
pressure wound therapy CPT codes describe a complete service including wound
assessment, cleansing, treatment, topical applications, dressing of the wound and
instructions for ongoing care. These comprehensive codes are per session, not per
wound, and according to the AMA, each of these procedures typically involve up to 30
minutes of direct one-on-one contact with the patient.

In addition, according to the AMA, non-physician practitioners performing active wound
care management services are to report the appropriate CPT code from the range 97597 —
97606, Because the 97602, 97605 and 97606 active wound care management CPT codes
have been classified under the MPFS as “always therapy” services, they are not covered
by the Medicare program when performed by licensed wound care or enterostomal nurses
incident to physician services.

CMS has not classified CPT codes 97597 or 97598 as “always therapy” services. This
means selective debridement services performed by licensed wound care or enterostomal
nurses are covered by the Medicare program. However, the active wound care
management services that include non-selective debridement or negative pressure wound
therapy (i.e., a less intensive service) are not covered when performed by anyone other
than a physical therapist. CMS has indicated that this applies even when the services are
performed incident to a physician’s service and has also indicated that it is inappropriate
to report non-covered services under another CPT code, such as an E/M code (11/15/04
Federal Register, Physician Fee Schedule).

When CPT code 97602 was assigned status indicator N under the OPPS, CMS allowed
the reporting of a low level E/M CPT code when the non-selective debridement was the
only service provided, but this is no longer allowable under the physician fee schedule
rules. Provider-based wound care clinics cannot reasonably be expected to continue to
treat patients with non-healing wounds if they receive no payment for the services
rendered.

FAH recommends that CMS modify its current handling of the active wound care
management CPT codes and allow separate payment under the MPFS. The FAH believes
the active wound care management CPT codes 97602-97606 are misclassified as “always
therapy” services, especially when the Medicare Benefit Policy Manual and most Local
Coverage Determinations indicate that a physical therapist may provide wound care
services only “If wound care falls within the auspice of a physical therapist’s State
Practice Act”. This strongly suggests that CMS questions whether a physical therapist is




allowed to perform these services in all states. By classifying these wound care services
(97602, 97605, and 97606) as always therapy services, CMS limits their coverage to
services provided by individuals who may be ineligible to provide such services
according to their State Practice Act.

The FAH urges CMS to modify the classification of these services to “sometimes
therapy” services and assign an appropriate payment under MPFS to ensure beneficiary
access to these important services.

FAH appreciates CMS’s review and careful consideration of the comments in this letter,
and would be happy to meet, at your convenience, to discuss them. If you have any
questions, please feel free to contact Steve Speil, Senior Vice President, Health Finance,
Policy and Legal Affairs, and Chief Financial Officer at 202-624-1529.

Respectfullf submi
/




‘ Children’s Hospital
of The King’s Daughters

Children’s Health Network

September 28, 2005

Dr. Mark McClellan

Administrator

Centers for Medicare & Medicaid Services
Hubert Humphrey Building, Room 314-G
200 Independence Ave., SW

Washington, D.C. 20201

Leslie V. Norwalk, Esq.

Deputy Administrator

Centers for Medicare & Medicaid Services
7500 Security Blvd.

Baltimore, MD 21244-1850

Re: CMS-1502-P
Dear Dr. McClellan and Mr. Norwalk:

The Children’s Health Network, representing 299 pediatric physicians across a variety of
disciplines, is concerned about the recently published reimbursement revisions for
Medicare (CMS-1502-P) slated to go into effect January, 2006.

Being pediatric-focused, we do not see a significant volume of Medicare eligible
beneficiaries (ESRD and disabled). However, the impact of Medicare changes in
reimbursement is echoed by many of our commercial payers, in addition to the significant
Tricare volume experienced in the Hampton Roads community. Other payers often
emuiate CMS payment mechanisms, and follow the reimbursement values associated
with the various physician specialties published by CMS.

We disagree with the anticipated 4.3% overall reduction in Medicare reimbursement. In

fact, based upon the following factors, we contend that Pediatric services should be
increased by a minimum of 5.0%:

1. Malpractice insurance premiums have continued to escalate.

2. Overhead and personnel expenses incurred by physician practices have increased,
as we are experiencing the same inflationary pressures and shortages for
professional nursing personnel as the remainder of the healthcare industry.

3. The government has required practices to fall into compliance with numerous
regulatory policies through HIPAA which have resulted in additional cost.

601 Children's Lane % Norfolk ¢ Virginia 23507 (Tel: 757-668-7065)
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In conclusion, we respectfully submit that the anticipated 4.3% reduction in payment for
primary care services should be reversed, and reflect a 5% increase to acknowledge the
increases we are incurring based upon the above factors.

Thank you for your attention on this critical matter.

Sincerely,

Dennis Ry%i

Senior Vice President/CFO

DR/GJ/gd:Medicarc/Medicaid
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Fresenius HemoCare

A Division of Fresenius Medical Care NA

September 29, 2005
Mark McClellan, M.D.

Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services

Hubert H. Humphrey Building % o3
Room 445-G e Q
200 Independence Avenue, SW o
Washington, DC 20201 o é
Re:  CMS-1502-P: Revisions to Payment Policies under the Physician C (—1,

Fee Schedule for Calendar Year 2006 D

o

Fresenius HemoCare (“Fresenius™), a division of Fresenius Medical Care North Am%,rica,
1s pleased to submit these comments to Proposed Rule CMS-1502-P, Revisions to
Payment Policies Under the Physician Fee Schedule for Calendar Year 2006 (Federal
Register, Vol.70 No 151, August 8, 2005). Specifically, our comments relate to the
practice expense supply item list for apheresis procedures and related disposable items
required to perform therapeutic procedures with the PROSORBA® column.

Fresenius manufactures and distributes the PROSORBA® column, which is a single-use
immunoadsorption therapeutic medical device approved by the Food and Drug
Administration (“FDA”) for the treatment of rheumatoid arthritis (“RA”) and idiopathic
thrombocytopenic purpura (“ITP”). PROSORBA® is the only protein A column currently
approved and available in the United States for these indications. RA is a chronic and
often debilitating autoimmune disease, often leading to painful inflammation and
deformity of the joints. The disease is believed to affect more than 2.5 million
Americans, 70% of them women, most of whom are between the ages of 25 and 60. It has
been estimated that 10% of the RA patients in the United States may benefit from
PROSOBRA® column treatment.

Medicare covers the use of protein A columns for the ireatment of ITP as well as for the
treatment of RA under certain conditions.” Payment for claims with dates of service on or
after August 1, 2000, is made under the Hospital Outpatient Prospective Payment System
(HOPPS). Starting in January 2005, payment for these procedures has also been made
when they are performed in a physician’s office. The ICD-9 codes that support the
medical necessity of protein A columns include 287.3 (primary thrombocytopenia) and
714.0 (rheumatoid arthritis).

National Coverage Decision for Apheresis {Therapeutic Pheresis), Pub. 100-3 §110.14.




Fresenius HemoCare

A Division of Fresenius Medical Care NA

It is our understanding that protein A column treatment is the only approved procedure
under CPT code 36515 “extracorporeal immunoadsorption treatment and plasma
reinfusion.” The specific issues as they relate to reimbursement for PROSORBA®
column treatments are as follows:

Decrease in non-facility RVU for 36515 - The Physician Expense RVU for CPT code
36515 has decreased by approximately 6.4% based on the 2005 conversion factor despite
the fact that the practice expense inputs remain the same for 2006 as in 2005. The
proposed reduction is excessive and appears not to be based on the true costs associated
with the specific procedures covered under CPT code 36515 and, therefore, cannot
provide any reasonable basis for setting the 2006 Physician Expense RVUs. We have a
concern that improper rate setting may have a negative impact on Medicare beneficiaries’
access to these procedures.

Practice Expense Supply Items - The Proposed Rule supply cost inputs includes a
disposable kit (“Therapeutic Plasma Exchange Set”, supply code SA072) for apheresis
treatment under CPT code 36515. However, the machine this kit is used with (AS104
Cell Separator) has become obsolete and is rarely used for the PROSORBA® column
treatments. The vast majority of PROSORBA® treatments are performed using the Cobe
Spectra, a cell separating system that requires use of a similar “Therapeutic Plasma
Exchange Set” to perform the PROSORBA® column treatment. This set is also included
in the Proposed Rule supply cost inputs file: supply code SC085, under CPT code 36514.
In order to capture the true representative costs associated with performing protein A
column therapy under 36515, supply code SA085 should replace SA072 under CPT code
36515.

Price of PROSORBA® Column - The price for PROSORBA® column has increased
from $1,150/unit to $1,250/unit {order for a case of 1-5 PROSORBA® columns). This
increase is not reflected in the Proposed Rule supply cost inputs. Fresenius would
welcome the opportunity to work with CMS to update the pricing for supply items used
for apheresis treatments under CPT code 36515 or to provide any additional information
that might be helpful.

We thank you for considering these comments. If you have any questions, please contact
me at 202-296-8632.

Sincerely,

KQ]UWLW\J? W/M%.

Kathleen T. Smith, RN, BS, CNN
Vice President, Government Affairs
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Centers for Dialysis Care

18720 Chagrin Blvd. ;- - Ciio
Shaker Heights, Ohio 44122
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September 29, 2005

Dr. Mark McUellan

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

Room 445-G

200 Independence Avenue, SW
Washington, DC 20201

Re:  CMS-1502-P: Comments of the Centers for Dialysis Care on the Physician Fee
Schedule Proposed Rule

Dear Administrator McClellan:

I am writing on behalf of the Centers for Dialysis Care, CDC, to present our concerns
about the Proposed Rule for Revisions to Payment Policies under the Physician Fee Schedule for
Calendar Year [CY] 2006 (Proposed Rule). 70 Fed. Reg. 45764. These comments focus on the
End Stage Renal Disease Related Provisions.

CDC is an independent provider of dialysis services in northeast Ohic. CDC s a not-
for-profit corporation and began providing dialysis services in the inner city of Cleveland in
1975. Today we operate 13 facilities and care for over 1700 patients. System wide 87% of our
patients have Medicare or Medicaid as their primary insurance. There is limited ability to cost
shift since most of the insurance companies in our area will only contract for rates slightly above
the Medicare rates.

There are numerous issues of concern with the proposed rules however we feel that the
NRAA and the KCP comments appropriately address them. CDC is a member of the KCP and
I am one of the past presidents of the NRAA and currently serve on its board. CDCis primanly
concemned about the impact of modifying the wage index. In general we were supportive of
modifying the index which hasn’t been updated in 20 years however no one expected the horific
negative impact. Using the existing wage index all facilities in Ohio were >1. Under the proposed
Rule all of the areas in Ohio with the exception of the Columbus area, which is only slightly
above 1, are <1. This probably occurred due to the elimination of the ceiling. For instance the
Cleveland area went from a wage index of 1.19 down to .94. With the recognition that the labor
component went from 40.65% to 53.711% of the composite rate, those facilities with an increase
in their wage index received a much larger increase and those with a lower index had a more
negative impact. If the proposed wage index is implemented the composite rate for Cleveland
area providers will decrease by $13.95 per treatment!

As you know renal providers do not get an annual update and the dialysis industry is
fighting 1o get legislation approved that will provide such an update. The proposed legislation,
while 2 move in the right direction, was a compromise and limits the increase to only 1% until
year 10 when the full market basket increase would be applied. CDC is hoping for any increase
10 help deal with inflation, rising salaries, health insurance, medical malpractice insurance and
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non-routine drug costs, to name a few. Being hit with a 10% cut in reimbursement to the
overwhelming percentage of our patients is unconscionable. Even thought the cuts are phased in
over 2 years, the impact is unfathomable. Al of our facilities will experience huge cuts in
reimbursement with the exception of our most rural facility in Jefferson, Ohio. This facility,
which opened in 1996, had an urban designation. The business plan to develop this facility was
based upon the reimbursement for that area. After operating for 7 years, (DC was informed that
the intermediary had been using the wrong geographic designation, which resulted in a loss of
$12 per treatment in reimbursement. This was not fair. Had we been given the correct
reimbursement as we planned the facility, we probably would have never opened the facility. We
have been struggling to keep this facility open and the projected cut will probably put it over the

edge.

Since dialysis providers do not receive an annual update it has been an on-going struggle
to deal with annual increases in cost with little to no increase in reimbursement. Whenever
dialysis facilities were given a modest increase in Medicare reimbursement, most of it has been
taken away due to increases in the cost of EPO. The loss of almost $14 per Medicare treatment
spread over 2 years along with the 4.9% increase in the cost of EPO is overwhelming to say the
least. As of September 1, 2005 Ohio Medicaid lowered their reimbursement to dialysis providers
for drugs to match Medicare. However Medicaid is not giving providers any “drug add-on”
increase to the composite rate. This also equates to an average loss of $14 per 100% Medicaid
treatment. '

Since staffing is the most significant cost the only thing we can do is to increase staff to
patient ratios for all disciplines to levels which we feel are very marginal from a patient safety
perspective. We have already tried to implement some of these changes on a small scale resultng
in tremendous staff and patient unrest. Our patients, like everyone else, are getting older and
sicker. They need more staff resources and not fewer. If we lower staff salaries and don’t offer
competitive wages we will lose our experienced staff to the hospitals, which have many
openings, and won’t be able to recruit the best staff. Patient safety is at high risk if the cuts
occur.

Since dialysis providers do not receive an annual update it has been an on-going struggle
to deal with annual increases in cost with little to no increase in reimbursement. Whenever
dialysis facilities were given a modest increase in Medicare reimbursement, most of it has been
taken away due to increases in the cost of EPO. The loss of almost $14 per Medicare treatment
spread over 2 years along with the 4.9% increase in the cost of EPO is overwhelming to say the
least. As of September 1, 2005 Ohio Medicaid lowered their reimbursement to dialysis providers
for drugs to match Medicare. However Medicaid is not giving providers any “drug add-on”
increase to the composite rate. This also equates vo an average loss of $14 per 100% Medicaid
treatment.

During the past 2 years we have had a number of examples when we were referred
patients since other providers wouldn’t accept them due to unacceptable insurance coverage.
One provider chain sent all of their physicians a letter 2 years ago to put them on notice that all
patient referrals will be evaluated for the level of their insurance coverage and if it doesn’t meet
their criteria the patients will not be admitted. As a not-for-profit provider we are very
concerned that this practice will only increase if the reimbursement is cut.

We are also concerned about the fact that in the near future there will be two providers
with over 70% of the market. The independent providers are very concerned that if the
proposed Rule is implemented as written that they will have to close or sell out. In the future it is
predictable that the 2 chains will close their facilities operating at a financial loss which will create
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huge access to care issues. They have already been doing this, which is understandable. They will
be in a good position to demand fair reimbursement or else many patients will die. Does CMS
and Congress want to put the independent providers out of business before this happens? If you
do then implementation of the wage index as published will speed up the process. Access to care
in the inner city and rural areas is at great risk.

The basic problem is that the base composite rate is too low. Using a base rate of
$128.35 20 years ago and todayis absurd. In addition to the wage index issue this is compounded
by the fact that the “drug add-on” s applied to the “wage adjusted” composite rate even though
the cost of drugs has absolutely nothing to do with the variability of the wages. Therefore all
facilities that receive an increase in their composite rate get a larger increase due to the drug add-
on and providers with a loss get an even larger loss. Continuing with the Cleveland example, the
drug add-on amounts o an addition loss of $.45 per treatment, which is very significant.

While we are very concerned about the impact on our facilities in northeast Ohio as well
as all others in the state, we know that there are numerous other states in the same or similar
position. Under the budget neutral methodology, for every facility with an increase in their
reimbursement another provider gets a loss. The implementation of the wage index might be the
last straw for many providers especially the independent ones in the inner city and rural areas
where the ability to cost shift to other third party payors is very imited.

Therefore CDC offers the following recommendanions for your serious consideration;

1) delay the implementation of the wage index until an impact analysis can be

conducted

2) maintain the wage index floor of .9 ~ facilities at the lowest levels of reimbursement

are in the worst position to be able to deal with on-going cuts in reimbursement just
because other areas have larger increases

3) increase the ceiling from 1.3 to 1.4 but don’t eliminate it as long as we areina

budget neutral environment

4} for facilities who will expenience a decrease in their reimbursement due to the wage

index extend the transition period from 2 years to 5 years or at least do this for
providers with a loss of 3% or more

‘The CDC greatly appreciates the opportunity to comment on the proposed Rule and
your review of our concems. We are more than wiling to respond to any questions that you have
and look forward to work with CMS on all matters affecting the dialysis community. Please don’t
hesitate to contact me if you have any questions at (216) 295-7003 ext 252 or dpw@cdcare.org.

Sincerely,

Fircttunas Dot 0 gued o Fui
‘\\.‘-\_-\ YRS NP
Diane Wish

President and CEO
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Vi1A HAND DELIVERY

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue, SW
Washington, DC 20201

RE: Comments on the Revisions to Payment Policies under the Physician Fee Schedule for
Calendar Year 2006 — File Code CMS—1502-P

Dear Sir or Madam:

Enclosed please find the comments of the American Clinical Laboratory Association on
the Centers for Medicare and Medicaid Services’ proposed revisions to payment policies under
the physician fee schedule for calendar year 2006. 70 Fed. Reg. 45764 (Aug. 8, 2005).

If you have any questions or comments, please feel free to contact me.

Sincerely yours,

Alan Mertz
President

1250 H Street, N.W. « Suite 880 « Washington, DC 20005 «» (202) 637-9466 Fax: (202) 637-2050
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Comments of the ﬁgﬁ

American Clinical Laboratory Association

on the Revisions to Payment Policies Under the American
Physician Fee Schedule for Calendar Year 2006 Glinka) L aboratory
[CMS-1502-P]

The American Clinical Laboratory Association (“ACLA”) is pleased to submit these
comments on the proposed revisions to payment policies under the physician fee schedule for
calendar year 2006 (the “Proposed Rule™). 70 Fed. Reg. 45764 (Aug. 8, 2004). ACLA is an
association representing independent clinical laboratories throughout the United States, including
local, regional and national laboratories. ACLA members perform a variety of services that are
reimbursed under the physician fee schedule. Thus, ACLA members will be significantly affected
by the changes in the Proposed Rule. ACLA’s comments on the Proposed Rule focus on the
revisions to the practice expense for flow cytometry services, the new method for calculating
relative value units for independent laboratories, the sustainable growth rate methodology, the
development of quality measures for physician services, and the monitoring of the effect of recent
changes to the reassignment rules.

Practice Expense for Flow Cytometry Services

CMS is proposing to revise the Practice Expense (“PE") inputs for the flow cytometry CPT
codes 88184 and 88185, based on additional data provided by the laboratory community regarding
the time and equipment required for this testing. ACLA applands CMS’ decision to make these
revisions to the technical component of flow cytometry services in order to more accurately pay for
these services. This action will ensure that patients have access to life-saving technology used to
diagnose, treat, and monitor serious health conditions.

Practice Expense - New Relative Value Units for Independent Laboratories

In 2002, the Centers for Medicare and Medicaid Services (“CMS”) proposed recalculating
the technical component (“TC") for pathology services based on a “default” Practice Expense
(“PE”) value, which was an average across all physician specialties. Ultimately, CMS decided to
delay this change until more accurate information could be obtained related to the Practice Expense
of independent laboratories that furnished pathology services. That information is now complete
and CMS has used the College of American Pathology (“CAP”) survey in calculating the new PE
Relative Value Units (“RVUs"). ACLA supports the use of the CAP survey data in establishing the
PE per hour for independent clinical laboratories. ACLA believes that these data are more accurate
and current than previous estimations of the PE value, and appreciates CMS’ efforts to obtain this
information to ensure that PE values reflect the true costs of providing the services.

Sustainable Growth Rate (“SGR”)

According to the Proposed Rule, underlying the projected rate reductions in the physician
fee schedule is substantial growth in Medicare spending. The Proposed Rule states that the vast
majority of spending growth in 2004 is attributable to five areas, one of which is an increase in

1250 H Street, N.W. « Suite 880 » Washington, DC 20005 « (202) 637-9466 Fax: (202) 637-2050



laboratory and other physician-ordered tests. 70 Fed. Reg. at 45856. CMS should be cautious in
assessing the reasons for these increases. For example, the Proposed Rule notes that there was a
17 percent rate of increase in laboratory tests (lipid panels) consistent with more patients
receiving statin therapy (since new prescriptions require more frequent visits and more lab tests).
ACLA would like to point out that there has been an increase in laboratory testing in recent years
as a result of Congressional action to create new statutorily covered screening services under the
Medicare program, such as those for PSA, diabetes, colorectal cancer, and cardiovascular health
(many of these were mandated by the Medicare Prescription Drug, Improvement, and
Modemization Act of 2003 (“MMA™)). In addition, payments for Pap tests were finally
increased from their historically deficiently low levels. Even with the increases, total spending
for laboratory services is only a small percentage of Part B spending.

Furthermore, the inflationary (CPI) update that was established as part of the laboratory
fee schedule has been completely eliminated or reduced in 13 of the past 15 years; thus, any
increases in spending are not necessarily the result of increased per-test payments. To the extent
increases were due to increased utilization, those changes may be due to the availability of new
and more sophisticated types of testing. Further, because independent laboratories cannot order
tests themselves, but must perform tests only at the request of a physician, laboratories are
themselves unlikely to be the primary cause of increased utilization.

Lab testing plays an essential part in the delivery of quality health care. Laboratory tests
provide physicians with objective data needed to promptly diagnose and effectively treat and
monitor disease. It is estimated that lab testing has an impact on over 70 percent of medical
decisions, yet laboratory services account for only three percent of health care spending (and two
percent of Medicare expenditures). By equipping physicians with critical information,
laboratory tests ultimately save lives and reduce overall health care costs. In the future, as the
baby-boom generation reaches retirement and there are more Americans over age 63, clinical
laboratory services will play a vital role in screening and prevention efforts, which will result in
health benefits for Medicare beneficiaries and a healthier financial outlook for the Medicare

program.

ACLA is working with the Medicare Payment Advisory Commission {(“MedPAC"),
which has also expressed a desire to look at increases in lab utilization and spending. ACLA
looks forward to working with CMS as well, in helping to understand the underlying causes of
these increases in laboratory testing volume.

The Proposed Rule also discusses CMS’ efforts to work with the physician community to
ensure that the Medicare payment system encourages physicians to provide quality care and
prevent avoidable health costs, and specifically solicits comments on how to build upon recent
progress on these issues. Id. at 45857, ACLA members share CMS’s vision to improve access
and quality of care for Medicare beneficiaries by initiating value-based purchasing. Diagnostic
tests comprise only five percent of total hospital costs and only 1.6 percent of Medicare costs,
but they influence a much larger portion (over 70 percent) of clinical decision-making that
improves care and decreases cost. Today's laboratory tests inform treatment decisions, allow
physicians to prescribe targeted therapies, and monitor disease progression — all significant value




added services, and independent labs have been in the business of providing these for many
years.

Clinical laboratory tests are critical to measuring performance in quality programs.
ACLA looks forward to collaborating with CMS in designing such a program; however, it is
paramount that CMS recognize that the clinical laboratory fee schedule has not been fully
updated for inflation in 13 of the past 15 years and is frozen until 2009. As CMS moves toward
a pay for performance approach, the additional administrative cost to coflect, submit and analyze
performance and access measure data needs to be accounted for in the reimbursement schedule.

Section 952 of the MMA — Reassignment Provisions

In our comments on both the proposed and final rules for the 2005 Physician Fee
Schedule, ACLA expressed concern about the new exception to the “Reassignment Rute” for
contractual arrangements, which was added by the MMA. See 69 Fed. Reg. 66236 (Nov. 15,
2004). As we have discussed previously, ACLA members have been particularly concerned
about the new contractual arrangement exception because it has helped to fuel the increase in
certain abusive relationships involving “Pod” or “condo” laboratories. In the 2005 Final Rule,
CMS reviewed the comments that were received on this issue and specifically noted the concern
over the growth of “pod, salon, turnkey, mini-mall, or condo labs.” Id. at 66315. CMS stated
that it would continue to analyze the impact of the physician self referral regulations on Pod
laboratory ventures, and would make additional changes in a rulemaking document if it
determined that additional changes are necessary. Id. at 66316, ACLA remains concerned about
these issues because these types of arrangements continue to proliferate. Furthermore, these
ventures are expanding beyond the pathology setting into other medical specialties (e.g.,
radiology, and medical imaging in particular). Thus, ACLA is interested in what actions CMS
has taken to address the impact of the physician self-referral regulations on Pod laboratories and
similar arrangements, which raise a whole host of issues under federal fraud and abuse laws.

In addition, ACLA is especially concerned about how CMS plans to address certain
issues related to the in office ancillary services (“IOAS”) exception to the Stark regulations. As
ACLA pointed out in our comments on last year’s physician fee schedule, it is inconsistent with
the provisions of the Stark law for these Pods to utilize the “physician in the group” provision for
its independent pathologists, because the clear intention of that provision was simply to permit
the physician to supervise ancillary services furnished in the group. This change was designed to
allow pathologists with minimal contacts with the group practice to supervise ancillary services
under the IOAS exception where group practice members did not have the appropriate
qualifications to do so. A review of the Preamble to the Phase I regulations makes clear that
CMS intended this change only to permit the physician to supervise group practice services, not
to furnish separately billable physician services. See, e.g., 66 Fed. Reg. at 887 (“Many
commenters also urged that independent contractor physicians be included as members of a
group practice for purposes of the direct supervision requirement of the in-office ancillary
services exception.”) (emphasis added). These supervisory services otherwise permitted by the
I0AS exception are not directly reimbursed by the Medicare Program, so there is no financial
impact on the Program by allowing such supervision services to be furnished.




However, the exception is now being interpreted more broadly and is being used by
group practices to cover services outside the group’s sphere of medical practice, which are
separately-billable to Medicare and performed by pathologists with minimal contacts with the
group. This is a considerable, and unjustified, extension of the use of independent contractor
physicians and is beyond the intention of the Stark law. Accordingly, ACLA recommends that
CMS refine the Stark regulations to address this issue by specifying that the exception only
applies to medical direction/supervision services, not to services that are separately, directly
reimbursed by the Program.

Conclusion
Thank you for the opportunity to submit these comments. We look forward to working

with CMS to finalize and implement the proposed changes to the physician fee schedule. Please
do not hesitate to contact us should you have any questions about this information or need any

further information.

WDCO01/175589v4
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September 29, 2005

Dr. Mark McClellan

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

Room 445-G

200 Independence Avenue, SW
Washington, DC 20201

Re: CMS-1502-P: Comments from the Ohio Renal Association on the Physician Fee
Schedule Proposed Rule °

Dear Dr. McClellan:

I am writing on behalf of the Ohio Renal Association (ORA) to present our
members’ views about the Proposed Rule for Revisions vo Payment Policies under the
Physician Fee Schedule for Calendar Year [CY] 2006 (Proposed Rule). 70 Fed. Reg. 45764.
'These comments focus on the End Stage Renal Disease Related Provisions. The ORA
represents over 90% of the dialysis providers in Ohio.

There are numerous issues with the proposed rules however we feel that the NRAA
and the KCP comments appropriately address them. The ORA is primarily concemed about
the impact of modifying the wage index. In general we were supportive of modifying the
index which hasn’t been updated in 20 years however no one expected the homific negative
impact in Ohio, Using the existing wage index all facilities in Ohio were >1. Under the
proposed Rule all of the areas in Ohio with the exception of the Columbus area, which is
only slightly above 1, are <1. This probably occurred due to the elimination of the ceiling.
For instance the Cleveland area went from a wage index of 1.19 down to .94. With the
recognition that the labor component went from 40.65% to 53.711% of the composite rate,
those facilities with an increase in their wage index received a much larger increase and those
with a lower index had a more negative impact. If the proposed wage index is implemented
the composite rate for Cleveland area providers will decrease by $13.95 per treatment!

As you know renal providers do not get an annual update and the dialysis industry is
fighting to get legislation approved that will provide such an update. The proposed
legislation, while a move in the right direction, was a compromise and limits the increase to
only 1% per year until year 10 when the full market basket increase would be applied. Ohio
providers are hoping for any increase to help deal with the rising salaries, health insurance,
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medical malpractice insurance and non-routine drug costs, to name a few. Being hit with a
10% cut in reimbursement to the overwhelming percentage of our patients is
unconscionable. Even thought the cuts are phased in over 2 years, the impact is
unfathomable. Almost all providers in Ohio are experiencing huge cuts in reimbursement.

We are not sure how providers are going to be able to continue to survive in Ohio.
Many of the providers in Chio are independent and are extremely worried. Even though
there are numerous facilities operated by national chains we do not believe that they will
continue to subsidize facilities in the long run that lose money on every Medicare treatment.
It is predicable that access to care is going to be a reality. Many Ohio providers especially the
independent ones operate facilities with greater than 85% of their patients being funded by
Medicare as their pnmary insurance. Access to care in the inner city and the rural areas are
at the most nisk. In spite of what the wage index might show, providers in the inner city have
to pay higher salaries to attract qualified staff to work in these areas as compared to the
suburbs. Likewise the rural providers also pay higher salaries because if they don't the staff
will drive into the city to get jobs.

The basic problem is that the base composite rate is too low. Using a base rate of
$128.35 20 years ago and today is absurd. In addition to the wage index issue this is
compounded by the fact that the “drug add-on” is applied to the “wage adjusted” composite
rate even though the cost of drugs has absolutely nothing to do with the variability of the
wages. Therefore all facilities that receive an increase in their composite rate get a larger
mcrease due to the drug add-on and providers with a loss get an even larger loss. Continuing
with the (leveland example, the drug add-on amounts to an addition loss of $.45 per
treatment, which is very significant.

While we are very concemed about the impact on Ohio providers we know that
there are numerous other states in the same or similar position. Under the budget neutral
methodology, for every facility with an increase in their reimbursement another provider gets
a loss. The implementation of the wage index might be the last straw for many providers
especially the independent ones in the inner city and rural areas where the ability to cost shift
to other third party payors is very limited.

'Therefore the ORA offers the following recommendations for your serious
consideration;

1) delay the implementation of the wage index until an impact analysis can be

conducted

2) maintain the wage index floor of .9 - facilities at the lowest levels of

reimbursement are in the worst position to be able to deal with on-going cuts in
reimbursement just because other areas have larger increases

3) increase the ceiling from 1.3 to 1.4 but don’t eliminate it as long as we are ina

budget neutral environment

4) for facilities who will experience a decrease in their reimbursement due to the

wage index extend the transition period from 2 years to 5 years or at least do this
for providers with a loss of 3% or more

The ORA greatly appreciates the opportunity to comment on the proposed Rule and

your review of our concerns. We are more than wiling to respond to any questions that you
have and look forward to work with CMS on all matters affecting the dialysis community.
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Administrator McClellan
CMS 1502-P Physician Fee Schedule
ORA Comments

Please don’t hesitate to contact me if you have any questions at (216) 295-7003 ext 252 or

dpw@cdcare.org.

Sincerely,
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Diane Wish
Board Chair
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RENAL LEADERSHIP COUNCIL

Providers of Quality Care for the Nation's Dialysis Patients

September 30, 2005

Dr. Mark McClellan L S
Administrator o
Centers for Medicare and Medicaid Services '” r t
Department of Health and Human Services - -
Hubert H. Humphrey Building © 5
Room 445-G U '

200 Independence Avenue, SW — 9
Washington, DC 20201 Lo

W]

Re:  CMS-1502-P: Proposed Rule for Revisions to Payment Policies under the Physician Fee
Schedule for Calendar Year 2006

Dear Administrator McClellan:

As indicated in the September 20, 2005, letter, I am writing on behalf of the Renal
Leadership Council (RLC) to provide you with out members’ additional comments about the
Proposed Rule for Revisions to Payment Policies under the Physician Fee Schedule for Calendar
Year [CY] 2006 (Proposed Rule). 70 Fed. Reg. 45764. As you are aware, the RLC is a coalition
representing the four largest entities providing dialysis care and services to Medicare beneficiaries:
DaVita, Inc.; Fresenius Medical Care North Ametica; Gambro Healthcare/USA; and Renal Care
Group. Collectively, these suppliers operate more than 2,700 dialysis facilities in 42 states that
provide dialysis care to approximately 200,000 patients.

In our previous letter, we expressed our gratitude for the Agency’s quick response to
concerns about the accounting of three J-codes and the weight for EPO including expenditures
by hospital-based providers. In addition, we described our remaining concerns with the Agency’s
calculation of the drug add-on adjustment. Specifically, the letter urges the Agency to fix the
drug add-on adjustment by (1} adjusting the trend factor used to calculate the add-on adjustment
to reflect the historical trend for ESRD drugs; (2) estimating approptately the 2006 ASP+6
percent for calculation of the drug add-on adjustment; (3) ensuring that the Agency has correctly
estimated the amount of spending on syringes used to administer EPO, which is directly related
to the actual number of EPO administrations; and (4) calculating separate drug add-on
adjustments for hospital-based providers and independent facilities to reflect the intent of
Congress. We have attached a copy of our previous letter for your convenience, along with a
copy of The Motan Company (TMC) analysis and a legal opinion we provided to the General
Counsel’s Office on September 27, 2005.
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In addition to the concerns about the calculation of the drug add-on adjustment, our
members have these additional comments:

. Fven though the RLC agrees that it is appropriate for CMS to adopt an Average
Sales Price (ASP) drug reimbursement methodology for CY 2006, the Agency
should also recognize and address the unique operational difficulties dialysis
facilities face related to the lag time inherent in this methodology.

. CMS should follow MedPAC’s recommendations and establish reimbursement
parity among hospital-based providers and independent facilities.

. Even though we applaud the effort to revise the geographic wage index, CMS
should implement these changes in a manner that does not result in significant
reductions in reimbursement to facilities that are already experiencing negative
Medicare payment to cost ratios and that have no annual update mechanism to
their payment rate.

. CMS should clarify that the revisions to the exceptions process do not eliminate
the current home training exception rate status of those facilities that have them,
consistent with the congressional mandate.

. CMS should identify renal dialysis facilities as “originating sites” for providing
telehealth services.

I. ESRD—PRICING METHODOLOGY/PAYMENT FOR ESRD DRUGS:
Even though the RLC agrees that it is appropriate for CMS to adopt an
Average Sales Price (ASP) drug reimbursement methodology for CY 2006, the
agency should also recognize and address the unigue opetational difficulties
dialysis facilities face related to the lag time inherent in this methodology.

Consistent with the MedPAC recommendation, the RLC supports the Agency’s efforts to
adopt a drug reimbursement methodology that allows for more frequent updating that reflects
actual pricing. However, our members remain concerned that without broader reforms, the
growth of Medicare reimbursement for pharmaceuticals will significantly outpace Medicare
reimbursement for those services.

Even though we agtee that, given a choice between ASP and Average Acquisition

Payment (AAP), an ASP methodology is a better solution for CY 2006, the RLC 1s
uncomfortable endorsing an overall reimbursement structute that encourages continuing price
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increases in pharmaceuticals at the expense of dialysis facilities that already have negative
Medicare payment to cost ratios. Given the current state of Medicare reimbursement to dialysis
facilities, we are concerned that a price increase in the single drug that dominates the therapy of
dialysis patients (EPO) will dectease the amount that can be spent on other types of patient care
and services. Such a model is not sustainable. Therefore, it is critically important that the
government establish an appropriate balance between the reimbursements for drugs and patient
care services. The inherent limitation of the ASP methodology is that it favors and provides an
incentive for manufacturers to raise their prices on a regular basis, while providers experience a
lag time in the recognition of these price increases in their reimbursement.

Although we believe these concerns should be addressed quickly, the RLC recognizes
that CMS must adopt a less-than-petfect system for CY 2006. In this regard, we support shiftng
from the AAP to an ASP methodology. We agree with MedPAC’s assessment that an ASP
methodology is a more sustainable and predictable system and allows for more timely
incorporation of manufacturer price increases into the payment methodology. Of course,
minimizing the lag time requires that CMS use the most current ASP data when calculating the
reimbursement amounts. We also recognize that adopting an ASP methodology meets the
Agency’s goal to establish a consistent drug reimbursement methodology across treatment
settngs.

To further minimize the negative impact of the lag time, the RL.C encourages CMS to
provide retrospective payments that eliminate the loss facilities will experience because of it.
Although we appreciate that other Medicare providers reimbursed for drugs also experience the
negative consequences of a lag time, the ESRD program’s unique situation makes it appropriate
for CMS to protect dialysis facilities from incurring these significant losses. First, MedPAC has
recognized that facilities continue to experience negative Medicare payment to cost ratios. Thus,
unlike other providers that have an annual update mechanism, dialysis facilities do not have such
a mechanism that would better enable them to bear the tisk. The losses also represent a
significant portion of dialysis facility revenues. Given the central role that drugs play in the
provision of dialysis therapy to beneficiaries, pharmaceuticals account for approximately 40
percent of revenues, with EPO constituting 70 petcent of that amount. In addition unlike other
providers, dialysis facilities cannot report and recover bad debt that results from patients not
meeting their deductible and copayment obligations for separately billed drugs. For these
reasons, it is appropriate for CMS to provide retrospective payments to dialysis facilities so they
do not have to bear the burden that results from a significant lag time between the increase in
drug prices and an increase in the ASP.
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I1. ESRD—DRUGS AND BIOLOGICALS: CMS should follow MedPAC’s
recommendations and establish reimbursement parity among hospital-based
providers and independent facilities.

The RLC supports MedPAC’s recommendations' to reimburse hospital-based providers
for separately billable drugs using the same drug methodology that it does for independent
dialysis facilities and to eliminate the approximately $4 per treatment difference in composite
rates.

There is no longer any reason to pay hospital-based providers using a more favorable
drug reimbursement methodology. The agency first codified without explanation the different
payment methodologies for separately billed drugs in the Nov. 25, 1991, Physician Services Fee
Schedule. 56 Fed. Reg. 59502, 59507; see also 42 CFR § 413.170(a); 42 CFR § 413.174(g).
Presumably, the distinction grew out of CMS’s interpretation that Congtess required the Agency
to adopt different payment methodologies for hospital-based providers and independent
facilities. 42 USC § 13951rx(b)(7). Under this authority and 42 USC § 1395rr(b) (2)(B), CMS
decided to reimburse hospital-based providers based on reasonable costs and independent
facilities based upon the AWP. 42 CFR § 413.174(g). Because Congtess established the
reimbursement rate for erythropoietin in statute, CMS has always paid hospital-based providers
and independent facilities the same amount for this biological.

The change is warranted because hospital-based providers experience significant profits
from separately billable drugs under the cost-based drug reimbursement methodology. In a study
commissioned by the Kidney Care Partners, The Moran Company (IMC) evaluated how the
cost-based reimbursement for non-EPO drugs provided by hospital-based providers affects the
economics of the dialysis treatments they provide. Using data from the 2003 Five-Percent
Sample Outpatient Standard Analytical File, TMC found that hospital-based providers’ drug
margins ranged from 108 percent to 384 percent above those of independent facilities.” Given
that independent facilities are providing the same drugs for less reimbursement, it is difficult to
understand why hospital-based providers should continue to receive such large profit margins for
separately billable drugs under the ESRD program.

For purposes of establishing parity, the RLC agrees with the proposal that CMS could
estimate the costs of separately billable drugs for hospital-based providets from cost data

MedPAC, “Report to the Congress: Issuesina Modernized Medicare Program” 91 (June 2005).

*The Moran Company, “Analysis of the Proposed 2006 Update to the ESRD Prospective Payment System” 10
(September 2005).
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provided by independent facilities. CMS should also follow MedPAC’s tecommendation to
collect acquisition cost and data on drug payment per unit from hospital-based providers.’

The RLC also agrees with MedPAC' that CMS should eliminate the differences in paying
for composite rate services between hospital-based providers and independent facilitics. CMS
should pay the same rates for the same services, regardless of the treatment setting. In addition,
payments should reflect the costs of efficient providers and be adjusted for costs that are beyond
the providers’ control, rather than allow inefficiencies to continue.

If CMS were to maintain different composite rates and different drug reimbursement
methodologies, hospital-based providers would inappropriately continue to receive higher
payments and higher drug reimbursement amounts for providing the same services that
independent facilities do. Therefore, CMS should adopt MedPAC’s recommendation and
eliminate these differences.

{II. ESRD—COMPOSITE RATE PAYMENT WAGE INDEX: Even though we
applaud the effort to revise the geographic wage index, CMS should
implement these changes in a manner that does not result in significant
teductions in reimbursement to facilities that are already experiencing
negative Medicare payment to cost ratios and that have no annual update
mechanism to their payment rate.

The RLC applauds CMS for moving forward with revisions to the wage index, increasing
the labor share component of the market basket, and indicating that the index will be updated
annually. These revisions are long overdue. However, the lack of transparency in terms of the
data and methodology make it difficult to assess the accuracy of the revisions, especially the
budget neutrality provision. In addition to providing this clarity, CMS should also establish an
adequate transition to reduce the hardship the new geographic wage index will create for some
facihities.

First, the RLC strongly urges CMS to provide the data and methodology it 1s using to
calculate the wage index generally and the budget neutrality factor specifically. The Proposed
Rule does not contain the underlying data or explain the Agency’s methodology. In particular,
the lack of transparency of the budget neutrality calculation makes it impossible for any facility to

3Supra, note 1 ar 96.

*ld. at B9.
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evaluate the long-term effect of the proposal. Therefore, the Agency should provide in the Final
Rule the data and methodology it is using to establish the new geographic wage index,

In addition, it remains critically important that CMS implement the geographic wage
index in a manner that does not lead to financial instability within the industry. The fact that the
current Medicare composite rate does not cover the cost of providing care, coupled with the lack
of an annual inflationary update mechanism, provides little cushion with which facilites can
absorb dramatic changes in their payments. The proposed modifications to the geographic wage
index will amplify these problems because they are only redistributing payments of an already
under-funded system.

To accomplish the goal of a smooth transition, CMS should maintain its commitment to
eliminating the ceiling. Because the Agency has not updated the geographic wage index since the
eatly 1980s, many facilities have suffered under a system that has not recognized the increases in
labot cost. Eliminating the ceiling allows these facilities to recognize the revisions immediately.

However, CMS’s proposed phase-out of the floor is problematic. Without a floot, the
payments to many facilities will decrease dramatically. Although the need to recognize the
change in wage rates is important, it is equally important to maintain the financial stability of the
ESRD provider community. We recognize that maintaining the floor at 0.9 percent may result in
a short-term negative impact on those providers who have been underpaid because of the
inapproprate wage index. However, the RLC strongly believes it is better for the ESRD
provider community as a whole if CMS implements the modifications mote slowly by
maintaining the current level of the floor.

Another important component of transitioning the ESRD community to a new
geographic wage index is implementing an appropriate transition period. The RLC applauds
CMS’s general approach to the transition period for facilities that will have a lower composite
rate under the new wage adjustment system that will allow them to receive the higher of (1) the
new wage-adjusted composite rate or (2) a 50-50 blend of the current rate and the new rate. To
help facilities adjust under the new wage index, the RLC suggests extending the proposed
transition period to three years. This extension will allow facilities the additional time they need
to adjust to the new payment structure.
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IV. ESRD—EXCEPTIONS PROCESS: CMS should clarify that the revisions to
the exceptions process do not eliminate the curtent home training exception
rate status of those facilities that have them, consistent with the congressional
mandate.

The RLC strongly encourages CMS to clarify that facilities permitted to retain their
exception rate status may continue to do so consistent with congressional intent. The preamble
presents conflicting statements about the continued validity of the status of these facilities. 70
Fed. Reg. at 45841. In addition, the regulatory text no longer contains language that
acknowledges that Congress permitted facilities already paid through the exceptions process to
maintain their exceptions status until they notify CMS in writing that they no longer wish to
receive exceptions payments. See Medicare, Medicaid, and SCHIP Benefits Improvement and
Protection Act of 2000 (BIPA) § 422; the Medicare Prescription Drug, Improvement, and
Modetnization Act of 2003 (MMA) § 623(b). To comply with these requirements, we urge CMS
to modify the preamble and regulatory text to meet the statutory mandate.

V. TELEHEALTH: CMS should identify renal dialysis facilities as “originating
sites” for providing telehealth services.

The RLC encourages CMS to include dialysis facilities within the definition of otiginating
sites for providing telehealth services. Patients with chronic kidney disease would benefit
enormously from such services. Telcheaith could prove particularly useful in rural or
underserved areas by allowing patients to receive counseling or other services from physicians,
nutritionists, ot other health care professionals, even if each is located in different parts of the
state. In addition, even though Medicare does not cover medical nutritional therapy through the
ESRD program, the RLC applauds CMS for recognizing the importance of nutritional therapy in
patent care. We look forward to working with the Agency to ensure that patients with kidney
failure receive appropriate nutritional services.
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V1. Conclusion

The RLC members sincerely appreciate your thoughtful consideration of our concerns
and suggestions. We appreciate the opportunity to discuss our concerns about the drug add-on
adjustment eatlier this month and would be pleased to discuss these comments with you as well.
In the meantime, please do not hesitate to contact Kathy Means at 202-457-6328 if you have
questions regarding these comments.

Sincerely,
Manlyn Yager
Executive Director
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RENAL LEADERSHIP COUNCIL

Providers of Quality Care for the Nation's Dialysis Patients
September 20, 2005

Dr. Mark McClellan

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

Room 445-G

200 Independence Avenue, SW
Washington, DC 20201

Re:  CMS-1502-P: Preliminary Comments of the Renal Leadership Council on the Physician
Fee Schedule Proposed Rule

Dear Administrator McClellan:

1 am writing on behalf of the Renal Leadership Council (RLC) to present our members’
preliminary views about the Proposed Rule for Revisions to Payment Policies under the
Physician Fee Schedule for Calendar Year [CY] 2006 (Proposed Rule). 70 Fed. Reg. 45764. ‘The
RLC is a coalition representing the four largest entities providing dialysis care and setvices to
Medicare beneficiagies: DaVita, Inc.; Fresenius Medical Care Notth America; Gambro
Healthcare/USA; and Renal Care Group. Collectively, these suppliets operate more than 2,700
dialysis facilities in 42 states that provide dialysis care to approximately 200,000 patients. In
addition to this letter, the RLC plans to submit more detailed comments on the Proposed Rule.

The RLC is pleased that CMS published a cotrection to the proposed End Stage Renal
Disease (ESRD) drug add-on adjustment. As the Agency has recognized, the Proposed Rule did
not account for three “”-code changes implemented in 2003 and incorrectly calculated the
weight for EPO by including expenditures for hospital-based facilities. Without this correction,
the drug add-on adjustment would have inapproptiately taken dollars out of the ESRD program
in contrast to congressional intent that the changes be budget neutral. The R1.C appreciates the
opportunity members had to raise our concetns with the Agency so early in the comment petiod
and the Agency’s prompt review and response to them.

J8RRYIAT




Dr. Mark McClellan
Septembet 29, 2005
Page 2

As noted in our discussions with CMS, our members are also concerned about several
critical issues related to the calculation of the drug add-on payment that are not addressed in the
correction notice. Specifically, the RLC urges CMS to:

. Fix the drug add-on adjustment by (1) adjusting the trend factor used to calculate
the add-on to reflect the historical trend for ESRD drugs; (2) estimating
appropriately the 2006 ASP+6 percent for calculation of the add-on; (3) ensuring
that the Agency has cotrectly estimated the amount of spending on syringes used
to administer EPO, which is directly related to the actual number of EPO
administrations; and (4) calculating separate add-on adjustments for hospital-
based and independent facilities to reflect the intent of Congress.

. Provide an approptiate, stable methodology for the reimbursement of ESRD
drugs by (1) ensuring the timeliness of updates; (2) protecting small independent
facilities that are disadvantaged by a2 methodology that relies upon averages rather
than on the most current data; and (3) recognizing the impact a single, dominant
product — EPO — has on prices.

I Calculating the drug add-on adjustment
A Calculating the correct growth factor

CMS should correct its calculation of the trend factor used to determine the drug add-on
adjustment to reflect the historical growth rate of ESRD drugs. CMS has proposed to use an
EPO-based growth estimation of 9 percent to determine the amount at which total ESRD drug
expenditures will grow in CY 2006. This percentage does not reflect the historical trend factor.
MedPAC has consistently indicated an historical trend factor significantly highet than 9 percent.
For example, in the March 2005 report, MedPAC calculated the increase in spending for
separately billed drugs other than EPO as 17 percent per year between 1996 and 2003 and 14
percent per year for EPO alone during the same period.! In a report commissioned by the
Kidney Care Partners (KCP), The Moran Company (TMC) also indicated that CMS’s proposed
estimate is “materially lower than the drug trend obsetved in the last few years for which ESRD
drug claims data are publicly available.” TMC’s analysis of the publicly available 5 percent

IMedPAC, “Report to the Congress: Medicare Payment Policy,” 123 (March 2005).

?The Moran Company, “Analysis of the Proposed 2006 Update to the ESRD Prospective Payment System” 6
(September 2005).
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sample data indicates a growth trend of approximately 11.2 percent from 2001-2003." Although it
may be true that there is no clear and consistent pattern of year-to-year changes in drug spending,
using the aggregate trend rather than an artificial annual trend will produce meaningful
differences in the drug add-on adjustment.* When comparing these different approaches, TMC
calculated that within 3 years, the use of a 9 petcent growth rate rather than an 11.2 percent
growth rate would result in 2 6.18 percent difference, assuming a stable base.’ Because the
calculation of the growth factor significantly affects the overall add-on percentage, it is critical
that CMS use the more accurate historical trend data.

In addition, the RLC disagrees with the Agency’s assessment that it is “reasonable to
correlate the growth of Epogen and separately billable drugs in an independent facility, since
Epogen constitute[s] the largest amount of drugs dispensed in an independent facility.” 70 Fed.
Reg. at 45791. Even though it is true that independent facilities dispense more EPO than the
other separately billable drugs, there is no evidence that this fact necessatily leads to the
conclusion that the growth rate for other separately billable drugs matches that of EPO. The
RLC members’ experience indicates that the growth of several of the other separately billable
drugs historically has exceeded the growth rate of EPO. As already noted, MedPAC also
recognizes this difference in trends. In its March 2005 report and contrary to the assumption in
the Proposed Rule, MedPAC estimated a difference three-percentage points in the growth trends
of EPO and the other separately billable drugs.’

Given the calculations of significantly higher percentage increases in the growth trend by
MedPAC and TMC, as well as MedPAC’s ability to estimate different growth rates for EPO and
other separately billable drugs, it seems clear that CMS has miscalculated the trend factor and
applied an incorrect assumption. Thus, the RLC urges CMS to develop separate trend factors for
EPO and other sepatately billable drugs and to use historical data that are also available to the
public for verification.

B. Estimating the 2006 ASP+6 percent

d.
Hd
Sd.

tSee supra, note 1.
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The RLC is concerned that the proposed methodology for calculating the 2006 ASP+6
percent for purposes of determining the drug add-on adjustment will result in an understatement
of reimbursement and will not be budget neutral. Any methodology adopted should be based
upon the most recent manufacturer pricing data available ~ rather than a four-quarters average —
to more accurately reflect price changes in the payments.

CMS should include an inflation factor that represents historical trends of ESRD drugs
only, not all drugs in the aggregate. The proposed inflation factor of 5.7 percent, which is the
forecast of the Producer Price Index (PPI) for all prescription drugs, does not reflect the actual
ESRD drug trends. The table below shows the recent ASP+6 percent trends for ESRD drugs,

the actual trend shows declining prices of 1.2 percent overall and 6.3 percent for the non-EPO
drugs.

Jan'05 Apr'05 Jul'05

Payment Payment Payment Jul'05 vs.
Drug Limit Limit Limit Jan'05
Epogen $9.317 $9.250 $9.307 (0.1%)
Zemplar $4.017 $3.971 $3.871 (3.6%)
Venofer $0.362 $0.365 $0.365 0.8%
Hectorol $2.797 $2.784 $1.501 (46.3%)
Ferrlecit $4.829 $4.726 $4.713 (2.4%)
Infed $11.060 $11.218 $11.223 1.5%
Carnitor $14.649 $11.122 $12.174 (16.9%)
Alreplase $30.152 $30.089 $30.772 2.1%
Calcitriol $0.710 $0.859 $0.623 (12.3%)
Vancomycin $2.419 $3.188 $2.983 23.3%
Weighted Avg ASP+6%
Total $ 7.69 $ 758 % 7.60 (1.2%)
Non-Epogen $ 427 % 406 $ 4.00 (6.3%)

A broad industry update trend of 5.7 percent is not an appropriate estimate for ESRD.

C. Estimating of the number of EPO administrations
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Additionally, the RLC is concerned that CMS has overstated the number of
administrations of EPQO in its calculation of the drug add-on adjustment. In the Proposed Rule,
CMS estimates the number of administrations of EPO to deduct the 50 cents included in EPO
payments for syringes from the total 2005 spending for this drug. CMS calculated the aggregate
syringe value to be $1.6 million for hospital-based facilities and $26.8 million for independent
faciliies. 70 Fed. Reg. at 45791. According to TMC analysis, even if facilities administered EPO
in conjunction with each of the 34.5 million projected dialysis treatments, the total amount of
payments attributable to syninges would be $0.50 * 34.5 million = $17.25 million in the
aggregate.” Because not all patients receive EPO during each treatment, that estimate also
overstates the true cost of syringes. It is more likely that the amount would be $15 — 16 million.
The RLC strongly encourages CMS to modify its estimation of the amount attributable to
syringes for purposes of calculating the drug add-on adjustment.

D. Establishing two drug add-on adjustments

If CMS maintains distinct drug reimbursement methodologies for hospital-based and
independent facilities, it should establish distinct drug add-on adjustments. CMS has incorrectly
mterpreted Section 623(d) of the Medicare Prescription Drug, Improvement, and Modemization
Act of 2003 (MMA) to require it to adopt a single add-on adjustment for both hospital-based and
independent facilities. This interpretation ignores statutory rules of construction and the
legislative history. It is also inconsistent with CMS precedent and public policy. Therefore, the
RLC urges CMS to revise its interpretation of this section and to implement two separate drug
add-on adjustments.”

The plain language and legislative history of Section 623 requires the creation of separate
add-on adjustments because both demonstrate that Congress did not seek to upset the existing
balance between hospital-based and independent facilities. Congress did not require CMS to
adopt a single reimbursement methodology for separately billable drugs. See 42 U.S.C. §
1395er(b)(13)(A); H. Rep. No. 108-391 at 683-87. The text and Conference Report indicate that
Congress intended to modify only the payments for erythropoietin and drugs billed separately by
independent facilities. If Congress had intended to establish a single reimbursement
methodology for ail drugs billed separately by hospital-based and independent facilities, it would
have expressly eliminated the authority upon which CMS relies to use a cost-based methodology

78ee supra, note 2 at 8.

®In additon to this brief analysis, the RLC has prepared a detailed legal analysis to present to the CMS Office of the
General Counsel in the coming days.
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to reimburse hospital-based facilities for separately billable drugs. It did not. See Social Secutity
Act § 1861(v). The only changes Congress made were to the methodology the Agency employs
to reimburse independent facilities for all separately billable drugs and hospital-based facilites for
EPO.

Because Congress maintained the distinction in the reimbursement methodology, it
would be inconsistent for the Agency to adopt a single drug add-on adjustment to apply across
the different methodologies. The clear intent of Congress was for the Agency to establish
separate drug add-on adjustments. In addition to the text and legislative history, the bill’s
managers — Sens. Grassley, Baucus, Santorum, and Conrad — have indicated in a letter to CMS
that they envisioned two distinct add-on adjustments as well. Other agencies also support this
interpretation. For example, when the Office of the Inspector General (OIG) conducted its
congressionally mandated study to determine the cost of separately billable drugs, it expressly

excluded the hospital-based facilities from its analysis, consistent with the mandates of the
MMA.

CMS incorrectly asserted in the CY 2005 Final Rule that the use of the word “difference”
in the singular form requires the Agency to establish a single, integrated add-on percentage. In
addition to being inconsistent with the Agency’s initial interpretation of the statute, 1t also fails to
comply with the statutory rule that states that legislative terms that are singular in form may apply
to mulaple subjects or objects. See Smith v. Zachary, 255 F.3d 446 (7th Cir. 2001); Johnson v. Penrod
Drilling Co., 803 F.2d 867 (S5th Cir. 1986); see also, 1 US.C. § 1 (“[i]n determining the meaning of
any Act of Congress ... words importing the singular number include and apply to several
petsons, parties, ot things). Thus, CMS’s assertion that it must interpret the term “difference” as
requiring only one add-on adjustment is incorrect. "’

°01G, “Medicare Reimbursement for Existing End Stage Renal Disease Drugs™ (May 2004).

Wn addition, CMS incorrectly assetts that 42 U.S.C. § 1395ee(b)(7) requires it to adopt a single add-on adjustment to
allow it to maintain higher payments to hospital-based facilines. 69 Fed. Reg. at 66320. This interpretation is
incorrect because 42 U.S.C. § 1395rx(b)(7) requires only that the rates between the types of facilities be different; the
statute does not specify that the hospital-based rate must be higher. 42 US.C. § 1395cx(b){(7).

CMS also incorrectly implies that it must adopt a single add-on adjustment because to do otherwise would require
different calculations fot budget neutrality and the case-mix adjustors based upon facility type. Nothing in the
statute requires the calcutation of the add-on adjustment to be implemented in the same manner as the case-mix
adjustors or the budget neutrality requirement. In addition, it is not approptiate to compare the case-mix adjustors
to the drug payment add-on because they are based on different underlying payment methodologies. Providing
separate add-on adjustments would result in different payment rates to independent and hospital-based facilines, but
would not run afoul of the budget neutrality requirement, as CMS itself implied in the preamble to last year's Notice
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A single drug add-on adjustment also thwarts Congressional intent by providing a
windfall to hospital-based facilities and reducing the overall reimbursement amount independent
facilities receive. According to TMC’s analysis, the windfall problem would continue under the
Proposed Rule if adopted by increasing hospital-based facility reimbursement approximately $54
million and lowering the reimbursement to independent facilities by the same amount in 2006
alone."" The two-year combined effect would result in a decrease of $82 million to independent
facilities."” The single add-on adjustment would lead to a loss of approximately $2.00 per
treatment for independent facilities, while hospital-based facilities will receive a windfall of
approximately $11 per treatment in addition to their profits on separately billable drugs.
Independent facilites provide the majority of care to individual with kidney failure. The
continued extraction of funding from their reimbursement will negatively affect access to care
and drive patients to higher cost settings. Allowing this windfall inappropriately rewards
hospital-based facilities for providing the same care that independent faciliies do. In addition to
being bad policy and inconsistent with Congress’s mandate, it also contradicts the statutory
requiremnent to establish payment methodologies that encourage efficient care. See 42 U.S.C. §

1395re(b)(7).

To comply with Congtressional intent, CMS should ensure that the drug add-on
adjustment provides an appropriate offset to the legislated changes in the drug reimbursement
methodology. This means that hospital-based facilities must have an add-on adjustment that
accounts for changes in EPO payments and that independent faciliies must receive an add-on

adjustment that accounts for changes in the reimbursement for all separately billed drugs,
including EPO.

IL. Determining the appropriate methodology for reimbursing separately

billable drugs

Establishing a new methodology for reimbursing all separately billable drugs provided by
independent facilities and EPO provided by hospital-based facilities will dramatically affect the
overall reimbursement to dialysis facilities, as well as the ability of these facilities to provide high
quality care to patients. The RLC strongly urges CMS to consider the economic hardship
inherent in a system in which reimbursement lags real provider payments particularly in an

of Proposed Rulemaking for CY 2005 by stating that providing separate add-on adjustments was a legiimate
alternative to a single add-on adjustment.

USee supra, note 2 at 9.
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environment where drugs are a major component of the therapy provided, and a single, dominant
product (EPO) can materially impact this equation.

The ESRDD program presents unique challenges when establishing a reimbursement
methodology for drugs. More than in any other aspect of outpatient care, drug therapy is 2
significant component of the life-sustaining services delivered to dialysis patients. Patients
receive one or more of these drugs during each of their thrice-weekly dialysis sessions. Drugs
account for approximately 40 percent of revenues, with EPO accounting for 70 percent of this
amount. Another challenge is that the drug that has had the greatest impact on improving
patient care and quality of life and is administered to most patients — EPO — is provided by a
single manufacturer. This manufacturer dominates the market.

Because of these factors, facilities are particularly sensitive to the lag time between a
manufacturer’s increase in price and its inclusion in the reimbusrsement rate. Using a system that
relies upon annual averages rather than the most current data means that facilities will receive
payments that do not cover the current cost of the drugs they provide. Given the already
negative Medicare margins, as recognized by MedPAC,"” and the lack of an annual update
mechanism, facilities simply do not have the financial flexibility to make up such differences.

In addition to being disadvantaged by a methodology with a lag ime between payment
rates and actual costs, small, independent facilities would also suffer under a system that relies
upon industry averages. These facilities are most often located in underserved, low-population,
rural areas. They do not have the same buying power or economues of scale that larger facilities
do. This difference usually results in such facilities paying higher prices for drugs. If they are
reimbursed at an average amount that includes the significantly lower prices negotiated by large
dialysis organizations, it is unlikely that they could cover the true cost of their drugs with
Medicare payments.

In addition to these comments, the RL.C may respond mote extensively under separate
cover to the proposal to shift to an Average Sales Price methodology. The RLC 1s currently
working with TMC to evaluate the effect of this change and will provide CMS with comments
based upon this work before the end of the comment period. Consistent with recommendations
from CMS personnel during a recent meeting, the RLC is scheduling a meeting with Liz Richter
and Amy Bassano to discuss alternatives and develop a workable solution to this issue.

V. Conclusion

D §ee rapra, note 1 at 129.
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The RL.C members sincerely appreciate your review of our concerns and look forward to
working with the Agency to resolve them. Again, the RLC is extremely pleased that the Agency
issued a cortection acknowledging the errors related to the “J”-codes and the resultant weighting
changes for the top ten ESRD drugs, including EPO. We look forward to having the
opportunity to discuss these, as well as our subsequent, comments with you in petson. In the
meantime, please do not hesitate to contact Kathy Means at 202-457-6328 if you have questions
regarding these comments.

Sincerely,
Marilyn Yager
Executive Director
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Analysis of the Proposed 2006 Update to the
ESRD Prospective Payment System

On Monday, August 8, 2005, the Centers for Medicare and Medicaid Services (CMS)
published a proposed rule setting forth policy and methodology changes for 2006 in the
prospective payment system for End Stage Renal Disease (ESRD) services under
Medicare. On August 26, CMS posted a correction notice on its Web site revising some
of the data used to calculate the 2006 payment amounts, and providing corrected update
adjustment factors. The Moran Company was commissioned by Kidney Care Partners
(KCP) to conduct an analysis of the data and methodology used by CMS to determine its
proposed payment policy, in order to identify methodology and data issues that might
warrant comments on the proposed rule. This report presents our findings regarding
issues of potential technical concern that KCP may wish to address in communications
with the agency going forward. Our analysis is directed toward the CMS data and
methodology as amended by the correction notice.

Policy Summary

In the Medicare Modernization Act (MMA), Congress mandated a number of important
policy changes to reimbursement for treatment of dialysis patients. Prior to 2005,
Medicare made two types of payments to ESRD providers:

e They were paid a flat dollar “composite rate” payment per dialysis treatment.

e They were separately reimbursed for drugs under the then-prevailing payment
methodology under §1842(o) of the Social Security Act', which provided for
reimbursement of drugs at Average Wholesale Price (AWP) minus 5% (although
erythropoietin (EPO) for ESRD use was reimbursed at a separate statutory rate of
$10.00 per 1,000 units.)

In the MMA:

¢ The Congress provided a uniform 1.6% update to the base composite rate for both
hospitals and free-standing facilities.

e The Congress directed that, in lieu of prior payment methodologies, ESRD
providers would be reimbursed for the actual acquisition cost of drugs.

s The statute provided a prospective adjustment to the basic composite rate,
commonly called the “drug spread add-on™, to reflect compensation to ESRD
providers for the loss of the “spread” between prior payments and acquisition
cost.

! Statutory references in this paper, unless otherwise noted, are to the Social Security Act, as amended by
MMA.
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» The statute authorized the Secretary to make case mix adjustments for ESRD
patients, and to adjust the wage indexing methodology applied to ESRD
payments,

CMS implemented these payment changes for 2005 by rulemaking in calendar year 2004,
In that process, CMS made a number of significant policy choices:

¢ ]t elected to use pricing information collected by the Health and Human Services
Office of Inspector General (OIG) to set “average acquisition cost” payments for
ESRD drugs.

¢ [t elected to implement the drug spread add-on as a percentage adjustment (8.7%
in the Final Rule) applied uniformly to both the hospital and free-standing facility
rates.
It implemented a limited system of case mix adjustment.
It deferred implementation of wage index adjustments.

For 2006, CMS is proposing to revisit some, but not all, of these policy choices.
Highlights of the proposed rule include the following:

¢ For 2006 and later years, CMS proposes to move ESRD drug reimbursement from
the current schedule based on acquisition costs to payment under §1847A, which
provides for reimbursement of all ESRD drugs at average sales price (ASP) plus
6%. Beginning 1/1/06, these payment rates will be updated quarterly.

s CMS will update the drug spread add-on required by the statute in 2006 to reflect
this change, and to incorporate later data.

s CMS will impiement a transition to a new wage index policy based on the
recently-revised structure for wage area classification implemented for other
payment systems.

e CMS is proposing no changes in the case mix adjustment system implemented in
the 2005 Final Rule.

Based on our review of these policy changes, and the data and methodological issues that
underlie them, we believe that the primary issues of concern to the KCP members are
likely to flow from the way in which CMS elected to update the drug spread add-on
adjustment, which it is proposing to increase from the 8.7% adjustment provided in the
2005 rates to an 11.3% adjustment for 2006.”

The Drug Spread Add-On Methodology

While CMS draws on data from a variety of sources to determine the amount it proposes
for the drug spread add-on adjustment, the critical variables are presented in Figure One.

? This amount was coirected, in the Web site notice, from the published value of 8.9%.
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Figure One

% ADD-ON = WTD % CHANGE * PRIOR LAW DRUG $5$
TREATMENTS * WTD COMPOSITE RATE

As indicated in that figure, there are four key variables that drive calculation of the
adjustment:

¢ The percentage change in payment rates for ESRD drugs between prior policy and
the proposed payment methodology, weighted by volume across the drugs
actually used by ESRD providers.

¢ CMS’s estimate of the volume of drug spending that would have occurred under
prior law.

These two values are multiplied together to obtain an estimate of the aggregate dollar
value of the difference between prior payment policy and the proposed policy. This
value is then related to the composite rate via two additional variables.

e The estimated number of dialysis treatments to be performed in the adjustment
year; and

o The weighted average value of the composite rate (which we estimate, using CMS
data, to be $128.81 in 2005 and later years).

First, the estimated dollar difference between prior and proposed drug payment policy is
divided by the estimated treatments to convert it into a per treatment value. This value is
than divided by the $128.81/treatment weighted composite rate to determine the add-on
percentage.

As indicated in Figure One, this methodology creates a linear relationship between the
estimate of the add-on percentage, and changes in any of these four variables. Holding
the other three variables constant, a ten percent increase in the value of a variable in the
numerator will increase the add-on percentage by ten percent, e.g., from 11.3% to 12.4%.
Conversely, a ten percent increase in the estimated number of treatments would reduce
the value of the add-on percentage by a factor of 1/1.1, or by 9.09% percent.

Based on our analysis, we do not believe that the variables in the denominator of this
calculation have a meaningful effect on the accuracy of the CMS add-on estimate. With
respect to the composite rate, this is true tautologically, since the composite rate values
are fixed in statute and hence invariant. While CMS slightly reduced the estimate of
treatments from the 35.8 million estimate in the 2005 Fina! Rule to the 35.4 million value
used in the proposed rule, this change of slightly more than 1% in the numerator would
cause only a comparably small change in the add-on percentage.
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Variations in the data CMS uses in the numerator of this calculation, however, could have
a more material effect, since our analysis suggests the potential for greater uncertainty
over the appropriate values to use for each of these variables. In the sections that follow,
we discuss each of these values in turn.

The Weighted Percentage Change Calculation

The methodology CMS has employed in all three rulemakings related to the ESRD
prospective payment system is summarized in the graphic in Figure Two.

Figure Two

v | (x| [

§1847A FRIOR SHARES

WTD % CHANGE = | | < | = | e ¥ | —
N %

Hitno

Under this methodology, CMS determines three sets of values for each of the top ten
(volume) ESRD drugs:

® The dollar per unit value of the post-MMA drug payment policy (in this case,
ASP + 6%) for each drug.

¢ The dollar per unit value of the pre-MMA drug payment policy ($10/1,000 for
EPO, AWP-5% for the others); and

¢ The respective market share of the drug among the top ten, weighted by payment
volume.

Using these variables, CMS calculates a percentage change from pre- to post-policy
prices for each of the ten drugs, and then produces a composite percentage change
weighted by payment market share. Table One shows the data CMS is using in this
proposed rule as amended by the correction notice, to make this calculation.
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Table One

Calculation of Weighted Percentage Change Due to Payment Policy Change

Tabie 20 Table 21 Table 22 Table 23

Weighted Impact

Drugs ASP+62Q05 AWP2Q05 %ofTopTen % Change
EPO $ 925 $ 10.00 69.33% 7.50% -5.20%
Calcitriol $ 086 $ 140 0.84% 38.70% 0.33%
Doxecalciferol $ 278 $ 311 1.48% 10.60% -0.16%
Iron dextran $ 1122 $ 18.04 0.23% 37.80% -0.09%
Tron sucrose $ 037 $ 066 7.03% 45.10% -3.17%
Levocamnitine $ 11.12 $ 3675 0.77% 69.70% 0.54%
Paracalcitol $ 397 $ 537 14.61% 26.00% -3.80%
Sodium ferric glut ~ §  4.73 $ 823 4.96% 42.60% -2.11%
Alteplase, recomb ~ § 30.09 $ 38.82 0.56% 22.50% 0.13%
Vancomycin $ 3.19 $ 5.55 0.19% 42.60% -0.08%

-15.59%

The data values for the pre- and post-policy prices are based on administrative data. The
ASP-based payment vatues are derived from manufacturer ASP reports for the second
calendar quarter of 2005; the values published track to the values presently reported for
this period on the CMS Web site. The prior law payment values are derived from
published AWP prices for the first quarter of 2005; these have been updated to the second
quarter using an increase percentage that annualizes to 3.0%.

As the data suggest, the percentage change calculated using this methodology is highly
sensitive to the market share assumptions, particularly that for EPO. In contrast to all
other drugs, the pre- to post-policy payment change for EPO is only 7.5%, in comparison
to the 10-70% changes for the other products. Since EPO is the dominant product,
relatively small changes in the market share attributed to EPO can produce large changes
in the reported composite percentage change — which as noted above produces a
proportional increase (or decrease) in the add-on percentage.

¢ CMS indicates in the proposed rule that the market share values it is using are
derived from 2004 claims data. Since these data were not available in time for
this analysis, it is impossible, at this point, to verify this calculation.
These data, however, were completely revised by the correction notice.
In the proposed rule, CMS indicated that it would use full year market share data
from 2004 — a period prior to the change in payment methodology — to weight this
calculation. We believe that this is the correct methodology choice.

* Absent evidence that the revised data reflect errors, we believe that this
calculation, as corrected, has been properly done.
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Estimating Pre-Policy ESRD Drug Spending

As suggested above, the other major determinant of the accuracy of the drug spread add-
on adjustment percentage is the accuracy of CMS’s estimates of pre-policy drug
spending. A formal statement of CMS’s approach to estimate these values would be the
following:

Figure Three

PRIOR LAW DRUG $$$ygar = ACTUAL $8$$2003 * (1 + TREND)YEAR-2003)

In its methodology description, CMS indicates that it bases its projections on actual
claims data for drugs billed by ESRD providers in 2003. After conversations with CMS
analysts involved in generating these estimates, we have checked their 2003 EPO
spending estimates against publicly-available data from the 2003 5% Outpatient Standard
Analytical File (SAF), and believe that the base values they are using are consistent with
the data we see in the SAF.

To index these values forward to 2005 (and subsequently to 2006), CMS indicates that it
performed an analysis involving 2005 claims data, in which they derived a year over year
growth trend of 9% for EPO, and then applied that trend to update both EPO and non-
EPO drug spending to 2005 (and then to 2006).

Since the 2005 claims data CMS employed in this analysis are not available to the public,
we cannot verify the accuracy of this estimate, or test the applicability of this EPO-based
trend to other products.

This value, however, is materially lower than the drug trend observed in the last few
years for which ESRD drug claims data are publicly available. As CMS indicates in its
discussion of this issue in the preamble to the proposed rule, there is no clear and
consistent pattern of year-to-year changes in drug spending. In the aggregate, however,
the trend is clearly upward: the 2003 drug spending totals for all ESRD drugs reflect an
11.2% compound annual increase over the level of ESRD drug spending in 2001.

Since, as noted above, the drug spread add-on percentage varies in direct proportion to
changes in estimated prior law drug spending, even relatively small differences in
assumed growth rates, when compounded over a 2-3 period, can produce meaningful
differences in the drug spread add-on percentage. This reality is demonstrated in Table
Two.
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Table Two

Effect of Alternative Drug Spending Growth Assumptions

9% Growth Rate 11.2% Growth Rate
2003 Base 100.00 100.00
2006 Estimate 129.50 137.50
% Difference 6.18%

As shown in this table, a 2.2% difference in the annual trend assumption employed in the
CMS methodology would, compounded over the three year period between 2003 and
2006, result in a 6.18% difference in the value of prior law ESRD drug spending 2006,
which, holding everything else constant, could increase the calculated drug spread add-on
percentage from 11.3% to 12.0%%.

The exact effect of disparities in trend assumptions, over time, will depend on whether
and how CMS makes future adjustments to reflect variance between forecast trends and
actual changes in ESRD drug spending. The presentation in the proposed rule suggests
that CMS intends to anchor its future calculations in historical drug spending data for CY
2004, and then to continually rebase the calculation to historical actuals before estimating
a new prospective adjustment.

If this methodology is followed, the impact will depend on whether the variance between
projected trends and actuals is random over time. If CMS overestimates trend in some
years while under-estimating trend in other years, the cumulative effect of prospective
adjustments would be neutral relative to the statutory intent to make budget-neutral
adjustments to the drug spread add-on adjustment going forward.

If, however, there is a bias (even if inadvertent) in the relationship between forecast

trends and subsequent actuals, errors relative to pure budget neutrality could accumulate
over time. Table Three shows the potential magnitude of such effects.
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Table Three

Effects of Lags in Adjustments to Drug Spread Add-On Calculations

Base Year 2005  Year 1 Year2  Year3

Hypothetical CMS Projected Trend 9% 9% 9%
Hypothetical "Actual” Trend 12% 12% 12%
Drug Spend Add-On Units 100.00

Contemporaneous Estimates w. Retro Adjustment 109.00 12208 136.73

Actual Drug Spend 112.00 12544 14049

Disparity (3.00) (3.36) (3.76)

In this table, we have applied the stated CMS estimating methodology in a scenario in
which drug trend was consistently estimated at 9%, but actual trend was retrospectively
determined to be 12%. In each year, we have retrospectively adjusted the prior year’s
drug trend to the actual before applying the 9% forecast trend off that adjusted base. As
the data presented in the table indicate, a consistent downward bias in the prospective
estimate would mean that, even after reconciliation to known actuals, the drug spread
add-on percentage calculation would accumulate errors.” Since payments to providers
would not be retrospectively adjusted to offset the prior underestimate, there would be a
widening disparity between actual payments and true budget neutrality.

The Adjustment for EPQ Syringes

In its projections of pre-policy drug spending, CMS correctly adjusts the values used to
reflect the fact that, beginning in 2005, Medicare makes separate payment at $0.50 per
unit for syringes used to administer EPO for ESRD use. In the proposed rule, CMS
indicates that the amounts of the adjustments made were $1.6 million for hospital-based
facilities and $26.8 million for free-standing facilities. While claims data for 2005 are
not yet available to directly check these values, there is reason to believe that these
amounts may be overstated, resulting in a corresponding understatement of pre-policy
drug spending in 2005 and 2006. The reason for this conclusion is that, even were it
assumed that Medicare would pay for an EPO syringe in 100% of the estimated 34.5
million dialysis treatments, total spending on syringes would be only $17.25 million
across both settings of care. It is our understanding that intermediaries will reimburse
only one syringe per dialysis treatment. We believe, therefore, that CMS should recheck
the source of the data being used to make these adjustments.

Measuring the Effects of Uniform Adjustments on Free-standing Providers

Whatever judgment KCP members may reach about the accuracy of the drug spread add-
on adjustment percentage, CMS’s decision to continue to make uniform adjustments to

3 If the prospective trend estimate reflected a consistent over-estimate, of course, the bias would work in the
opposite direction.
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both the hospital and free-standing rates means that a proportionate share of the
adjustment will be paid to hospital-based providers in 2006, even though they will
continue to be paid on a cost basis for drugs other than EPO. KCP members requested
that we update our prior estimates of the magnitude of this effect to be consistent with the
CMS proposed add-on percentage of 11.3%. Our findings from this analysis are
presented in Table Four.

Table Four

Impact of Uniform Adjustment Policy on Free-Standing Providers

Estimates of Dollar Value of Reimbursement Policy Change

2005 2006 2006 Treatments  Base Rate  Adjustment Variance
Base Increment Implied Value
{millions of dollars) (millions of dotlars)
Hospital EPO $18 52 $20 4,946,302 $132.41 $74 +$54
Freestanding Total 5445 $50 $495 30,453,698 $128.35 $442 -$54
$463 $52 $516 35,400,000 $516

As these data indicate, the corrected CMS add-on percentage is consistent with an
estimate that the MMA reimbursement policy change will lower EPO reimbursements to
hospitals by approximately $20 million in 2006, while drug reimbursements to free-
standing providers would be lower by $495 million. By applying a uniform percentage
adjustment to both the hospital and free-standing rates, however, the CMS methodology
weights the value of the adjustment toward hospital providers. We estimate that an
11.3% adjustment would increase hospital reimbursements by approximately $54 million
in 2006. This $54 million gain relative to CMS’s estimates of the reimbursement policy
shortfall would be offset, however, by lowering reimbursements to freestanding providers
by the same amount, or $1.53 per treatment ($54 mitlion divided by 35.4 million
projected treatments). If a uniform add-on policy is implemented in the Final Rule for
2006, the cumulative effect of this reallocation of the drug spread add-on would reduce
payments to free-standing providers in 2005-2006 by $82 million.

In evaluating the appropriateness of the uniform adjustment policy, KCP members asked
us to evaluate how cost-based reimbursement for non-EPO drugs in the hospital setting
affects the economics of dialysis treatment by hospital-based providers. To evaluate this
question, we tabulated payments to hospital-based ESRD providers for non-EPO drugs as
reported in the 2003 5% Sample Outpatient Standard Analytical File. Our findings are as
follows:
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Table Five
Non-EPO Drug Reimbursements by Provider Type
Drug Average Payment Per Unit, 2003

Free-Standing Hospital-Based Hospital/Free-Standing
Alteplase $ 2739 % 52.03 190%
Calcitriol 3 1.20 % 4.62 384%
Doxercalciferol $ 414 § 9.50 229%
Iron Dextran 5 1398 § 30.46 218%
Iron Sucrose b 058 $ 1.19 206%
Levocarnitine $ 26.66 § 28.72 108%
Paricalcitol $ 434 3% 11.70 2710%
Sodium ferric glut $ 708 3% 18.26 258%
Vancomycin HCL $ 545 § 13.28 243%

These data are preliminary, and should be interpreted with considerable caution. This
table reports the payment values, recorded at the level of individual claims, for dialysis
provider bill types presented by both hospitals and free-standing providers. It is our
understanding that, in paying ESRD claims from hospital-based providers, fiscal
intermediaries annually establish prospective payment rates for ESRD drugs other than
EPO based on hospital billed charge amounts for each drug, and the cost-to-charge ratio
information presented on cost reports. This practice is consistent with the statutory
payment policy of cost-based reimbursement for these drugs. We have confirmed that, in
the underlying data, the drug-specific payment amounts do vary by hospital. Absent far
more detailed analysis of these data, however, we cannot tell whether the significant
observed disparities in reimbursement for these drugs between hospital-based and free-
standing providers reflect actual reimbursement differences, rather than being artifacts of
anomalies in unit coding of these drugs by hospital-based providers.*

Summary Conclusions

As the discussion in the preceding sections makes clear, our analysis suggests that CMS’s
calculation of an 11.3% drug spread add-on, while materially corrected from the
calculations presented in the proposed rule, may still be subject to some degree of
uncertainty. Although CMS’s estimate of dialysis treatments in either 2005 or 2006
could be a potential source of error, we do not believe such an error, if any, is likely to be
material. By contrast, potential errors in either the policy change percentage, or the

* In prior work, we have noted that unit coding errors in hospital outpatient departments for separately-
reimbursed prescription drugs can be frequent. In the hospital OPPS, errors in: coding translate directly into
errors in payment, since the payment methodology works on a per-unit basis. In the instant case, however,
if intermediaries are paying for drugs based on charge information rather than the unit count, payments for
the drugs could accurately reflect the Medicare concept of reasonable cost even if the cost per observed unit
appear inflated relative to the AWP-based payment policy applicable to freestanding centers in 2003.
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estimate of prior law drug spending in 2005 and 2006, could be material. Though CMS
has made a substantial effort to correct its calculation of the weighted change in payment
rates between prior policy and current law, subsequent experience may show that CMS’s
estimate of a 9% drug growth trend may be understated. As noted above, consistent
underestimates, if accumulated over time, could lower payments to ESRD providers
relative to budget neutrality.’

In evaluating the accuracy of compensation for policy changes in drug reimbursement, it is also important
to understand that, under the ESRD prospective payment methodology CMS has implemented, the portion
of the payment intended to compensate providers for changes in drug reimbursement is subject to wage
indexation. While this payment policy is clearly implied by the language of §623 of MMA, it has the effect
redistributing the add-on value relative to the drug costs experienced by providers, which are generally
based on uniform national market prices.
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ATTORNEYS AT LAW 202- 457-6000

Facsimie 202-457.6315
www.pattonboggs.com

September 27, 2005

Mr. Thomas Barker

Deputy General Counsel

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

200 Independence Avenue, SW
Washington, DC 20201

Dear Mr. Batker:

We are writing on behalf of the Renal Leadership Council (RLC) to present our
understanding of the Medicare Modernization, Presctiption Drug, and Improvement Act of 2003
(MMA) provision that establishes an adjustment payment to the End Stage Renal Disease (ESRD)
composite rate. The RLC requests that the Centers for Medicate and Medicaid Services (CMS)
adopt two distinct drug add-on adjustments that distinguish between hospital-based renal dialysis
providers and independent renal dialysis facilities to comply with federal statutory requirements.

As set out below, CMS musinterpreted Section 13951x(b)(12)(B) by adopting a single, blended
drug add-on adjustment for both hospital-based providers and independent facilitics. Added by
MMA section 623(d), this provision (42 U.S.C. § 1395rr(b)(12)(B)) requires the new basic case-mix
adjusted prospective payment system for dialysis services to include “the difference between
payment amounts under this title for separately billed drugs and biologicals (including
erythropoietin) and the acquisition costs of such drugs and biologicals, as determined by the
Inspector General...” which is commonly refetred to as the drug “add-on” adjustment.

While the statutory text, structure, and supporting legislative history call for distinct drug
add-on adjustments for hospital-based providers and independent facilities, CMS blended the two in
its Physician Fee Schedule for CY 2005 Final Rule (CY 2005 Final Rule), 69 Fed. Reg. 66236 (Nov.
15, 2004), and again in the CY 2006 Physician Fee Schedule Notice of Proposed Rulemaking (CY
2006 NPRM), 70 Fed. Reg. 45764 (Aug. 8, 2005). Contrary to law, CMS implemented Section
139511(b)(12)(B) by interpreting the language to requite the agency to establish a single add-on
adjustment that combines the difference in payment amounts for hospital-based providers and
independent facilities. Sez 69 Fed. Reg. at 47526; 70 Fed. Reg. at 47527-29. The RLC urges CMS to
revise its legal interpretation of this section and to implement two separate drug add-on adjustments.
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I The text and legislative history indicate that CMS should establish different
drug add-on adjustments based on facility type.

Congress established the drug add-on adjustments to ensure that dialysis facilities receive the
same aggregate payments post-MMA as they had prior to the MMA changes in the reimbursement
methodology for separately billed drugs. CMS reimburses hospital-based providers and independent
facilities using different methodologies. In the MMA, Congress changed the reimbursement
methodologies for all drugs billed separately by independent facilities and changed the
reimbursement for erythropoietin billed in both settings. It did not change the reimbursement
methodology for non-erythropoietin drugs billed separately by hospital-based providers. Congress
called on CMS to ensure that payments for dialysis did not decrease because of these changes.
Therefore, because Congress expressly changed the drug reimbursement methodology for
independent facilities in a way that differs from the way it altered the reimbursement methodology
for hospital-based providers, it is appropriate to interpret Congress’s intent as requiring separate
drug add-on adjustments.

A. The statute’s plain language requires separate drug add-on
adjustments to be calculated for independent dialysis facilities and
hospital-based providers to offset the changes made in the drug
reimbursement methodologies.

"The plain language of MMA Section 623 requires the creation of separate drug add-on
adjustments. Further, the statute as a whole demonstrates that Congress intended to maintain the
distinction between hospital-based providers and independent facilities and sought to establish
separate drug add-on adjustments for each setting. This is true for several reasons.

First, Congress did not substitute a new structure for calculating the distinct reimbursement
methodology for independent facilities, but went out of its way to preserve the pre-existing statutory
regime that even CMS understood required separate calculations. For example, rather than
overwnte 42 U.S.C. § 1395rr(b)(7), Congress presetved that provision and simply enhanced it by
adding Paragraphs 12 and 13 to accommodate other changes to the reimbursement methodologies
embodied in Paragraph 12. Stated differently, the text makes clear that Congress modified only the
payments for erythropoietin and drugs billed separately by independent facilities, in that 42 U.S.C. §
139511(b)(13)(A) calls for a limited series of payment changes. It begins by retaining the 95 percent
Average Wholesale Price (AWP) methodology, which applied only to independent facilities, for
separately billed drugs in 2004. 42 U.S.C. § 1395rr(b)(13)(A). For 2005, Congtess modified the
reimbursement structure for independent facilities to acquisition cost for separately billed drugs and
erythropoietin. I When it selected the 95 percent AWP methodology as the starting point,
Congress focused solely on independent facilities and the erythropoietin payments. If Congress had
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intended to include all drugs billed separately by hospital-based providers, it would have referenced
the section of the Social Security Act (§ 1861(v)) under which CMS reimburses hospital-based
providers as well. Congress, howevet, only modified all drug reimbursement for independent
facilities and only erythropoietin reimbursement for hospital-based providers. Therefore, the
Congtessional add-on adjustment must also distinguish between the two drug reimbursement
methodologies to maintain the cutrent reimbursement levels for each type of dialysis setting.

Second, the language in the MMA related to the Inspector General study supports this
conclusion as well. When Congress mandated that the Inspector General conduct the study referred
to in the provision establishing the drug add-on adjustment, it expressly required the examination of
independent facilities only; it did not include hospital-based providers. Specifically, Congress
instructed the Inspector General to:

determine the difference between the amount of payment made to
end stage renal disease facilities under title XVIII of the Social
Secunty Act for such drugs and biologicals and the acquisition costs
of such facilities for such drugs and biologicals and which are
separately billed by end stage renal disease facilities, and . . . estimate
the rates of growth of expenditures for such drugs and biologicals
billed by such facilites.

MMA § 623(c). In the Social Security Act, Congress uses the terms “renal dialysis facilities” and
“facilities” to describe non-hospital-based dialysis centers, while the term “providers of services”
tefers to dialysis centers located in hospitals (z.z., hospital-based providers). See 42 U.S.C. 1395x(u);
see generalfy, 42 1.S.C. § 1395rr. Thus, the words chosen by Congress when instructing the Inspector
General to focus on “facilities” demonstrates that Congtess had a clear understanding of the
particular entities it was addressing when establishing the drug reimbursement methodology (and the
corresponding unique add-on adjustments) for all separately billable drugs provided by independent
facilities only.

Third, the budget neutrality requirement of MMA Section 623 requires that the
modifications to the drug reimbursement methodology do not change the overall reimbursement for
dialysis. See 42 U.S.C. § 1395rx(b)(12)(D). Congress directed CMS to ensure that drug
reimbursement changes were offset by drug add-on adjustments by requiring CMS to calculate the
difference between the previous drug reimbutsement methodologies and the new drug
reimbursement methodologies. 42 U.S.C. § 13951£(b)(12)(B).! Coupled with the requirement to

"The text does not expressly state whether the budget neutrality calculation is determined overall to the ESRD Program
or to the type of facilities. To determine exactly what Congress intended, it is necessary to consider this provision in the
context of the rest of the text and the legislative history. See infra, Section ILB.
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include drug add-on adjustments to the composite rate, the budget neutrality provision demonstrates
a Congressional desire to ensure that payments for dialysis did not change, even though it changed
the drug reimbursement methodologies in the MMA. Congress did not seek to upset the existing
balance between hospital-based providers and independent facilities. Nothing in this provision
indicates that CMS has the authority to shift dollars from independent facilities to hospital-based
providers, which is the effect of the CMS blended drug add-on adjustment methodology.

Fourth, Congress could have, but did not, require CMS to adopt only a single methodology
for the reimbursement of separately billed drugs in the dialysis setting. Nothing in the legislative
changes altered the existing statutory regime requiring sepatate calculations for hospital-based
providers and independent facilities. “Congress is presumed to be aware of an administrative ot
judicial interpretation of a statute and to adopt that interpretation when it re-enacts a statute without
change.” Lorillard ». Pons, 434 U.S. 575, 580 (1978); Johns-Manwville Corp. ». U.S., 855 F.2d 1556, 1559
(Fed. Cir. 1988). Congress did not expressly modify the reimbursement methodology for hospital-
based providers. Thus, Congress preserved the separate add-on calculation for mndependent facilities
1 statute.

As you are aware, “[i]t is a2 fundamental canon of statutory construction that the words of a
statute must be read in their context and with a view to their place in the overall statutory scheme.”
FDA v. Brown & Williamson Tobacco Corp., 529 U S. 120, 133 (2000)(internal quotation marks and
citations omitted); Swith v. Zachary, 255 F.3d 446, 448 (7th Cir. 2001); see also Dersch Energies, Inc. ».
Shell Oil Co., 314 F.3d 846, 856 (7th Cir. 2002). Given that Congress sought to hold facilities
harmless from the MMA drug reimbursement changes by creating the drug add-on adjustments and
the fact that it did not change the reimbursement methodology for all drugs billed separately by
hospital-based providers, it is clear that Congress sought to adopt separately constructed drug add-
on adjustments based upon the distinctions CMS has established between hospital-based providers
and independent facilities.

B. The legislative history indicates that Congress intended to protect
independent facilities and hospital-based providers from changes in
the drug reimbursement rate through separate drug add-on
adjustments.

The MMA Conference Report also indicates that Congress sought to maintain the existing
methodological distinction between independent facilities and hospital-based providers, which
supports separate drug add-on adjustments. Consistent with the text of section 1395rr(b)(13)(A),
the Report envisions a change in the separately billed drugs reimbursement methodology for
independent dialysis facilities because it references only the 95 percent AWP methodology, which
pre-MMA applied to independent facilities only. See H. Rep. No. 108-391 at 683-87. If Congress
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had meant to include hospital-based providers, it would have mentioned the reasonable cost
methodology under which they are reimbursed. See, Johns-Manville Corp., 855 F.2d at 1559. It did
not. Therefore, it is appropriate to conclude that Congress sought to maintain the distinction
between the drug reimbursement methodologies for hospital-based providers and independent
facilities.

Maintaining the drug reimbursement methodology distinction between hospital-based
providers and independent facilities implies that Congress intended the drug add-on adjustments to
be calculated based upon the existing methodologies. The managers have indicated that they
envisioned two distinct drug add-on adjustments as well. Sens. Grassley, Baucus, Santorum, and
Conrad expressly endorsed the separate drug add-on adjustments interpretation in a letter to CMS.
Rep. McDetmott sent a similar letter as well” These letters to CMS support the need for separate
drug add-on adjustments based upon facility type; they expressly reject a single average drug add-on
adjustment.’

C. The only way to offset the changes required by the MMA is to
establish separate drug add-on adjustments.

There is also little question that to comply with Congressional intent, CMS must implement
a policy that maintains aggregate reimbursement in both dialysis treatment settings following the
changes to the drug reimbursement methodology enacted in the MMA. This means that hospital-
based providers need a drug add-on adjustment that accounts for changes in their erythropoietin
payments and that independent facilities receive an add-on adjustment that accounts for changes in
teimbursement for all sepatately billed drugs, including erythropoietin.

To accomplish this goal, there must be separate drug add-on adjustments. CMS recognized
in the CY 2005 NPRM that a single drug add-on adjustment would not offset the changes resulting
from modifying the drug reimbursement methodologies. In fact, a single drug add-on adjustment
provides a windfall to hospital-based providers and reduces the overall reimbursement to
independent facilities. For example, if in CY 2005 CMS had adopted separate drug add-on
adjustments, hospital-based providers would have received an add-on of 2.7 percent; independent
facilities would have received an add-on of 12.8 percent. 69 Fed. Reg. at 47529. Even though the
calculation changed slightly in the Final Rule, hospital-based providers still received a substantial

2See attachment.

*In addition, the Office of the Inspector General (OIG) also interpreted these provisions ro maintain the distinction
between hospital-based providers and independent facilities. When implementing its mandated analysis of the cost of
ESRD drugs, the OIG examined data only from independent facilities for separately billed drugs.
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windfall of 6.6 percent. 69 Fed. Reg. at 66320. The single drug add-on adjustment amount in the
CY 2005 Final Rule reduced the reimbursement rate for independent facilities by $1.41 per
treatment, according to the agency’s own calculations, by shifting that amount to hospital-based
providers. Id. In 2005, this meant that CMS transferred approximately $44 million to hospital-based
providers without Congressional approval. According to The Moran Company, the windfall
problem would continue under the CY 2006 Proposed Rule, if adopted, by increasing hospital-based
provider reimbursement approximately $54 million in 2006, lowering the reimbursement to
independent facilities by the same amount. The single add-on means that independent facilities will
lose approximately $2.00 per treatment, while hospital-based providers will receive 2 windfall of
approximately $11 per treatment.

This windfall to hospital-based providers is inconsistent with Congressional intent. Because
Congress recognized a difference in the drug reimbursement methodologies based on facility type
and provided the add-on adjustments to ensure that overall Medicare payments for dialysis did not
decrease because of the changes to the drug reimbursement methodologies, the add-on provision
should be read to require CMS to adopt an add-on adjustment methodology that maintains the pre-
MMA payment levels to hospital-based providers and independent facilities. Therefore, the best
interpretation of 42 U.S.C. § 1395rr(b){12)(B) requires CMS to adopt separate drug add-on
adjustments for hospital-based providers and independent facilities.

II. CMS’s justification for ignoring the statutory requirements for separate add-
on adjustments is incorrect.

CMS incorrectly asserts that the plain text of the statute requires the agency to establish a
single, integrated add-on adjustment. In the CY 2005 Final Rule, CMS states:

[W]e believe that the statutory language supports one uniform drug
add-on adjustment to composite payment rates set forth in section
1881(b}(7) of the Act after updating by 1.6 percent. The provision
speaks of one “difference between payment amounts” and
“acquisition cost * * * as determined by the Inspector General.” It is
reasonable to infer that the Congress intended us to compute one
“difference” based only on the payment amounts under sections
1842(0}) and 1881(b)(11) of the Act.

‘The Moran Company, “Analysis of the Proposed 2006 Update to the ESRD Prospective Payment System” 11
(September 2005).
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69 Fed. Reg. at 66320. In the agency’s view, because Congress used the singular of the term
“difference”, it clearly meant a single drug add-on adjustment.

This interpretation, however, is inconsistent with the agency’s initial reading of the
requirement. In the CY 2005 NPRM, the agency expressly indicated that it interpreted the statute to
provide it with the authority to establish different drug add-on adjustments for independent facilities
and hospital-based providers. 69 FR at 47529. Yet, it chose to implement only a single drug add-on
adjustment in the CY 2005 Final Rule, ignoring its previous interpretation by claiming the statute
suppotts only a single drug add-on adjustment based upon a natrow reading of the word
“difference.” 69 Fed. Reg. at 66320.

‘The CY 2005 Final Rule interpretation ignores the fact that legislative terms that are singular
in form may apply to multiple subjects ot objects. See Smuth ». Zachary, 255 F.3d 446 (7th Cir. 2001);
Jobnson v. Penrod Drilling Co., 803 F.2d 867 (5th Cir. 1986); see also 1 U.S.C. § 1 (“[i]n determining the
meaning of any Act of Congress . . . words importing the singular number include and apply to
several persons, parties, or things). CMS applied this theory itself when reading the provision
directly preceding the drug add-on adjustment language as applying to both the hospital-based
provider and independent facility composite rates, not just one of them. 42 US.C. §
13951e(b)(12)(B)(1). Thus, CMS’s assertion that it must interpret the term “difference” as requiring
only one add-on adjustment is incorrect. The legislative text and history, as well as CMS’s past
practices and public policy, support implementing 42 U.S.C. § 130511(b)(12)(B) to provide separate
drug add-on adjustments for hospital-based providers and independent facilities.’

In addition, CMS incotrectly asserts that 42 U.S.C. § 1395rx(b)(7) requires it to maintain
these higher payments to hospital-based providers. 69 Fed. Reg. at 66320. This interpretation is
incorrect because 42 U.S.C. § 1395rr(b)(7) requires only that the rates between the types of facilities
be different; it does not specify that one should be higher. 42 U.S.C. § 1395cx(b)(7).° In addition,

5In the CY 2005 Final Rule, CMS also indicated as a justification for a single, add-on adjustment the idea that if it
established two drug add-on adjustments, it would also be required to calculate separate budget neutrality calculations
and case-mix adjustors for each type of facility. 69 Fed. Reg. at 66320. Whether or not CMS has to make one
calculation or two is irrelevant, however, to what 42 U.S.C. § 1395rr(b)(12)(B) requires. Moreover, CMS is surely able to
make both calculations within an overall budget neutrality evaluation.

$CMS also incorrectly implies that it must adopt a single drug add-on adjustment because to do otherwise would require
different calculations for budget neutrality and the case-mix adjustors based upon facility type. Nothing in the statute
requites that the calculation of the add-on adjustments be implemented in the same manner as the case-mix adjustors or
the budget neutrality requirement. In addition, it is not appropriate to compare the case-mix adjustors to the drug add-
on adjustments because they are based on different underlying reimbursement methodologies. In terms of the budget
neutrality requirements, providing separate add-on adjustments would result in different payment rates to independent
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nothing in the MMA indicates that Congtess sought to maintain a higher overall payment to
hospital-based providers through the drug add-on adjustments.

III.  Separate single drug add-on adjustments for both independent facilities and
hospital-based providets is inconsistent with CMS’s past practices of treating
these dialysis settings differently.

Establishing separate drug add-on adjustments for hospital-based providers and independent
facilities is consistent with CMS’s historical interpretation of 42 U.S.C. § 13951r as requiring different
methodologies for calculating reimbursement for separately billed drug to hospital-based providers
and independent facilities. CMS consistently has reimbursed hospital-based providers using a
different methodology than independent facilities. Both pre- and post-MMA, CMS interprets 42
U.S.C. § 1395ex(b)(7) to require the Sectetary to “differentiate between hospital-based facilities and
other renal dialysis facilities” by adopting a separate composite weighted formula or through some
other method. Sections 1395rx(b)(7) and (b)(2)(B) allow the Secretary to determine the services
covered by the composite rate and to determine the cost of providing these services. Based upon
this authority, the agency first codified the different methodologies for separately billed drugs in the
Nov. 25, 1991 Physician Setvices Fee Schedule. 56 Fed. Reg. 59502, 59507; see afse 42 CFR §
413.170(a); 42 CFR § 413.174(g). CMS proposes to maintain this distinction in the CY 2006 NPRM.
" 70 Fed. Reg. at 45790-93. CMS reimbutses hospital-based providers and independent facilities at
the same rate only for erythropoietin, which Congress expressly established at 42 U.S.C. §
1395r1(b}(11)(B). To be consistent, CMS should maintain the same distinction when establishing the
drug add-on adjustments.

IV.  Applying separate add-on adjustments for hospital-based providers and
independent facilities is the appropriate public policy.

As described above, if CMS does not change the reimbursement methodology for hospital-
based providers, they will continue to receive an inappropnate windfall of $54 million in 2006 and a
cumulative windfall of $82 million (2005 — 2006) that unfairly disadvantages 85 percent of the
dialysis population that receive their care in independent facilities. The curtent interpretation
inappropriately rewards hospital-based providers for providing the same care at a higher cost and, as

facilities and hospital-based providers, but would not run afoul of the budget neutrality requirement, as CMS implies in
the CY 2005 NPRM through its suggested alternative of providing separate add-on adjustments.

"Even though CMS assexts that it agrees with MedPAC that it would be better public policy to use the same
reimbursement methodology across treatment settings, it has not proposed to make such a change for CY 2006.
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such, is inconsistent with the Congressional mandate for CMS to establish reimbursement
methodologies that encourage efficient care. See 42 US.C. § 13951 (b)(7).

V. Conclusion

RLC urges CMS to adopt separate drug add-on adjustments for hospital-based providers and
independent facilities. This distinction is consistent with the statute as a whole and the legislative
histoty. Separate drug add-on adjustments are also mote consistent with the agency’s historic
interpretation of 42 U.S.C. § 1395rr. Most importantly, sound public policy supports separate drug
add-on adjustments because hospital-based providers should not receive windfall payments for
providing the exact same services.

vid Farber and Kathy Lgs.ter
Patton Boggs LLP
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Bouge of Wepresentatives
Washington, BE 20515
October 26, 2004

The Honorable Mark McClellan, Administrator
Centers for Medicare and Medicaid Services
Room 445-0

Hubert H. Humphrey Building

200 Independence Avenue, SW

Washington, DC 20201

Dear Dr. McClellan: .

As the co-chair of the Congressional Kidney Caucus, I am writing to express my concern
about proposed changes to the add-on adjustment for independent and hospital-based
dialysis facilities. Ibelieve the proposed single, average add-on adjustment for both
independent and hospital-based facilities will result in a net loss for independent
facilities, and that this violates the intent of the Congress. :

Through Section 623 of the MMA, the Congress sought to eliminate the negative impact
of changes to the Part B drug reimbursement methodology on independent facilities. I
am concerned that if CMS were to implement the add-on adjustment as proposed,
independent facilities would not receive the full amount they received prior to the
changes in Part B reimbursement for drugs. As proposed, the add-on would be 11.3
pexcent, even though CMS calculated the amount for independent facilities to be 12.8
percent. The lower percentage is due to CMS's decision to average the much lower
hospital percentage with the higher independent facility amount to create a single add-on
adjustment. - .

The add-on, provision in the MMA was meant to address the concern that without the
budget neutral add-on payment, the changes in Part B reimbursement for separately billed
drugs would result in a loss of revenue to dialysis facilities. 1am concerned that without
a proper add-on payment the drug reimbursement changes would destabilize these
facilities and could jeopardize the care of many of the more than 300,000 Americans
diagnosed with kidney failure.

I urge you to consider these issues as you finalize your proposal. Specifically, I want to
ensure that independent facilities receive an add-on adjustment equal to the difference
between the 2004 payments to independent facilities for separately billed drugs, including
erythropoietin, and the 2005 acquisition cost for those drugs. Similarly, hospital-based
facilities should receive a separately calculated add-on adjustment that equals the '
difference between the 2004 payments to them for erythropoietin and their 2005
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acquisition cost for the drug. These amounts should not be averaged into a blended rate,
as suggested in the proposed rule. .-

Thank you for considering these concerns and I look forward to working with you prior
to release of the final rule.

” @Jﬂ(sa.yf'
McDermott

Member of Congress

ars




Nnited States Senate

WASHINGTON, DC 20510

October 14, 2004
The Honorable Mark McClellan
Administrator
Centers for Medicare and Medicaid Services
Room 445-G

Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201

Dear Dr. McClellan:

As the Centers for Medicare and Medicaid Services (CMS) works toward
finalizing the regulations implementing the Medicare Prescription Drug, Improvement,
and Modernization Act of 2003 (MMA), it is essential that the agency provide a fair add-
on adjustment for independent End Stage Renal Dialysis (ESRD) facilities. The proposed
add-on adjustment fails to do this by establishing a single, average add-on adjustment for
both independent and hospital-based facilities that leads to a lower add-on for
independent facilities.

Through Section 623 of the MMA, we sought to eliminate the negative impact of
the changes to the Part B drug reimbursement methodology on independent facilities.
We are concerned that if CMS were to implement the add-on adjustment as proposed,
independent facilities would not receive the full amount they received prior to the
changes in Part B reimbursement for drugs. As proposed, the add-on would be 11.3
percent, even though CMS calculated the amount for independent facilities to be 12.8
percent. The lower percentage is due to CMS's decision to average the much lower
hospital percentage with the higher independent facility amount to create a single add-on
adjustment.

We included the add-on provision in the MMA to address the concern that
without the budget neutral add-on payment, the changes in Part B reimbursement for
separately billed drugs would result in a loss of revenue to these independent facilities.
As you know, MedPAC has consistently noted that the composite rate component of
Medicare reimbursements to these facilities does not cover their costs. They break even
only because of the cross-subsidization of payments for separately billed drugs. We were
concerned that without a proper: add-on payment the drug reimbursement changes would
destabilize these facilities and jeopardize the care of many of the more than 300,000
Americans diagnosed with kidney failure.




Accordingly, we urge you to consider these issues as you finalize your proposal.
More specifically, we want to ensure that independent facilities receive an add-on
adjustment equal to the difference between the 2004 payments to independent facilities
for separately billed drugs (including erythropoietin) and the 2005 acquisition cost for
those drugs. Similarly, hospital-based facilities should receive a separately calculated
add-on adjustment that equals the difference between the 2004 payments to them for
erythropoietin (the only drug for which their reimbursement methodology will change)
and their 2005 acquisition cost for the drug. These amounts should not be averaged into
a blended rate, as suggested in the proposed rule. Thank you for considering these
concerns and we look forward to working with you prior to release of the final rule.

o St st Lo

Rick Santorum

Charles Grassley Max Baucus

38094363




In 2005 NPRM: What comprises the 2006
add-on pool,
and how will it be distributed?

Hospital-based facilities Independent facilities

ust EPO

«——— Qutputs ——

(370% of input) (89.3% of input)

Source: The Moran Company, Analysis of the Proposed 2006 Update to the ESRD
Prospective Payment System



AANA

September 29, 2005

Centers for Medicare & Medicaid Services
Department of Health & Human Services
Room 445-G, Hubert H. Humphrey Bldg.
200 Independence Ave., SW

Washington, DC 20201

Attn: CMS-1502-P

RE: Comments on Medicare Program; Revisions to Payment Policies Under

Physician Fee Schedule for Calendar Year 2005; Proposed Rule. (70 Fed. Reg.
45764, August 8, 2005)

1) SUSTAINABLE GROWTH RATE (SGR) Formula - Need to
Develop a SGR and Related Methodologies that Produce Realistic
Results

2) TEACHING ANESTHESIOLOGISTS - Payment Policies for
Anesthesia Teaching Services

Dear Sir/Madam:

The American Association of Nurse Anesthetists (AANA) appreciates this opportunity to
comment on the proposed revisions to payment policies under physician fee schedule for
calendar year 2006. (70 Fed. Reg. 45764, August 8, .2005) The AANA is submitting
comments in two areas relevant to providing anesthesia services. These two areas are:
(1) Sustainable Growth Rate (SGR) Formula, and (2) Teaching Anesthesiologists -

Payment Policies for Anesthesia Teaching Services.

The AANA is the professional association for more than 30,000 Certified Registered
Nurse Anesthetists (CRNAs) and student nurse anesthetists representing over 90 percent
of the nurse anesthetists in the United States. Today, CRNAs are directly involved in

approximately 65 percent of all anesthetics given to patients each year. CRNA services

The Capitol Hill Office Building, 412 1st Street, S.E., Suite 12, Washington, D.C. 20003
Telephone: (202) 484-8400 m Facsimile: (202) 484-8408

AMERICAN ASSOCIATION OF NURSE ANESTHETISTS - FEDERAL GOVERNMENT AFFAIRS OFFICE
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include administering the anesthetic, monitoring the patient's vital signs, staying with the
patient throughout the surgery, as well as providing acute and chronic pain management
services. CRNAs provide anesthesia for a wide variety of surgical cases and are the sole
anesthesia providers in almost 70 percent of rural hospitals, atfording these medical
facilities obstetrical, surgical, and trauma stabilization, and pain management capabilities.
CRNAs work in every setting in which anesthesia is delivered including hospital surgical
suites and obstetrical delivery rooms, ambulatory surgical centers (ASCs), pain

management units and the offices of dentists, podiatrists and plastic surgeons.

Comment No. 1: SUSTAINABLE GROWTH RATE (SGR) Formula

Need to Develop a SGR Formula and Related Methodologies that Produce Realistic
Results

Need to Reform Current SGR Formula

We commend CMS in soliciting comments on the methodology for calculating the
Sustainable Growth Rate (SGR). We echo the comments made by medical and other
professional societies in regards to establishing a better methodology for calculating the
SGR. We understand that the intent of the Balanced Budget Act (BBA) in replacing the
Medicare Volume Performance Standard (MVPS) calculation with the SGR methodology
was to curb Medicare expenditures. We also understand that Section 1848(f)(2) of the
Act specifies the formula for establishing yearly SGR targets for physicians’ services

under Medicare and that it is up to Congress whether to change the SGR formula.

We also understand that the following factors are used in calculating the SGR; (1)
Estimated percentage change in fees for physicians’ services (before any performance
adjustment), (2) Estimated change in the average number of Medicare fee-for-service
beneficiaries, (3) Estimated growth in real gross domestic product (GDP) per capita, and
(4) Estimated change in expenditures due to changes in laws and regulations. CMS has
noted that two of the most volatile factors in the above estimates are the fee-for-service
enrollments and GDP. Linking Medicare expenditures to GDP growth burdens both the

healthcare community and Medicare patients for any economic slowdown.
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Further, the SGR as it is calculated does not use the most current figures related to the
rising costs of drugs and new technology, the increases in malpractice premiums, and the
growth in Medicare utilization over projected amounts. Therefore, the SGR calculated
minus 4.3 percent estimate for the 2006 physician fee schedule update does not
accurately account for these actual increases in health care provider costs for quality
services. For this reason, the AANA supported final passage of the Medicare
Modernization Act which called for a plus 1.5 percent payment increase for physician
services in 2004 and 2005 rather than the projected cuts as well as an increase in the
anesthesia conversion factor. We sincerely appreciate CMS’ efforts in implementing the
1.5 percent payment increases as well as an increase of the mean anesthesia conversion

factor.

Administrative Reforms to the SGR are Possible

Together with some 90 healthcare associations, AANA wrote CMS Director Mark
McClellan, M.D., Ph.D., July 16, 2004, acknowledging that major change in the Part B
sustainable growth rate (SGR) formula demands congressibnal action. However, the
letter also highlighted that some adjustments could be made administratively. For
instance, CMS could remove drug costs from the SGR calculation. Congress intended
the SGR to account for Medicare spending on physician/practitioner services. However,
even though drugs are products and not “physician services” as defined in the law, CMS
includes the cost of drugs in the SGR. Due to increasing technology and growing
demand, spending on these drugs is rising far more rapidly than spending on physicians’
and other practitioners’ services. Combining the two creates an inaccurate picture of
growth in services. Removing drugs from the SGR formula thus is a logical step towards

improving the accuracy of the current formula to account for actual practitioner costs.

Further, the current SGR calculation fails to adequately capture the impact of changes to
laws and regulations. For example, although Medicare has new screening benefits, the
SGR targets do not appear to account for the downstream services that result when
screenings reveal health problems. The same is true of the Medicare prescription drug

benefit, which will unquestionably lead to more medical visits, thus generating additional




American Association of Nurse Anesthetists
AANA -4

tests and care. The SGR calculations also need to account for this inevitable spending.
Additionally, the impact of CMS coverage decisions is excluded from the SGR entirely,
even though those decisions significantly influence patient demand. Such changes in law
and regulation are likely very beneficial for patient care, but inappropriately result in
negative payment updates through the SGR calculation. These suggested adjustments
represent clear and decisive steps to resolve some of the inadequacies of the current

Medicare reimbursement formula.

As you are aware, beginning January 2006, SGR-driven cuts in Medicare payments will
carve a $95 billion, 30-some percent crater out of Medicare provider payments between
now and the year 2014. All parties agree that such cuts are unsustainable. One solution is
to fix the SGR formula that generates the automatic cuts. We understand the difficulty in
taking this action as this fix bumps up against the federal budget deficit, now projected to
run some $450 billion per year for some time. We respectfully request that you make
these administrative improvements now in order to facilitate congressional efforts to

reform the system before 2006.

Additionally, we are also aware that CMS and Congress are rapidly moving forward with
plans to institute a Pay for Performance payment system. We understand that under Pay
for Performance proposals Medicare Part B providers would be paid according to the
quality and efficiency of the services they provide. We appreciate Congress’ and CMS’
efforts to seek the expertise of professional provider associations in developing quality
measures for each specialty. To date, our work with Congressional members and
committees in reviewing Pay for Performance (Value-based Purchasing) legislation has
meant that CRNAs continue to play a leadership role in shaping legislation and in
developing measures specific to anesthesia services. The 33,000 members of the AANA
look forward to continued opportunities to extend to CMS our profession’s longstanding

commitment to improving anesthesia patient safety.
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Comment No. 3 - TEACHING ANESTHESIOLOGISTS - Payment Policies for
Anesthesia Teaching Services

We welcome the opportunity to comment on the appropriateness of allowing
anesthesiologists to receive 100 percent of the fee for involvement in teaching up to two
concurrent resident cases. The American Society of Anesthesiologists® (ASA) proposal
to change the rules in this way would provide major new incentives to teach
anesthesiology residents, and significant disincentives to nurse anesthesia education.
Changing the anesthesia teaching rules to further dramatically favor one type of
anesthesia provider over another would be harmful to the healthcare system and to
patients’ access to healthcare services. The AANA respectfully requests that the teaching
rules maintain an equitable balance between various providers so that the rules do not

unfairly advantage one type of provider over another.

Additionally, we believe teaching rules should generally permit Medicare to reimburse
for services provided to Medicare patients by student nurse anesthetists so long as the
services meet medical necessity and other ordinary criteria, without reduced
reimbursements on account of the involvement of a student nurse anesthetist who is
already an experienced critical care registered nurse, or an anesthesiology resident. CMS
in its payment policies should recognize that the service provided is a whole anesthesia
service regardless of the providers involved. At CMS’ direction, we would welcome the
opportunity for nurse anesthetists and anesthesiologists to work together to develop a
consensus proposal to address problems with the anesthesia teaching rules for the general

public good.

Inequity in Anesthesia Teaching Rules Already Exists

Currently, teaching CRNAs can bill for base units and actual time, based on the amount
of time the teaching CRNA is present with a student nurse anesthetist during each of two
concurrent cases. Likewise, a teaching anesthesiologist can bill for base units and actual
time, based on the amount of time the anesthesiologist is present with an anesthesiology
resident during each of two concurrent cases. (See attached “Anesthesia Teaching Rules

Diagrams.”)
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However, inequity already exits when an anesthesiologist is teaching student nurse
anesthetists. Currently, a teaching anesthesiologist can bill for only 50 percent of the fee
schedule for each of two concurrent cases involving student nurse anesthetists.
Generally, the discontinuous time model is thought to provide larger payments than the
medical direction model. Consequently, there is a financial incentive for
anesthesiologists to teach anesthesiology residents over student nurse anesthetists and/or
to choose the more challenging and many times more financially lucrative procedures for
the residents. To graduate from an accredited nurse anesthesia educational program and
qualify to take the national certification examination student nurse anesthetists must have
specific experience with a wide range of cases with varying complexity. Changing the
teaching rules in the way ASA has proposed would thus hinder student nurse anesthetists’
ability to get that necessary experience. This preference for teaching residents over
student nurse anesthetists continues when a medically directed CRNA is teaching a
student nurse anesthetist, the anesthesiologist can bill for 50% of that service under
medical direction and the CRNA can bill for 50% of the service. (See attached

“Anesthesia Teaching Rules Diagrams.”)

Changing the teaching rules so that a teaching anesthesiologist could bill 100% for each
of two concurrent cases involving residents further exacerbates the existing gap between
teaching student nurse anesthetists and anesthesiology residents. The components of a
quality anesthesia service are the same regardless of the type of provider. Likewise, the
value of teaching the provision of quality anesthesia services should be the same

regardless of type of provider and the type of student.

Faculty Shortage: A Challenge Faced by All Specialties

In the proposed rule, the ASA is cited as attributing “the loss of teaching
anesthesiologists and an inability to recruit new faculty” to inadequate Medicare
payments. However, the problem of faculty recruitment and retention is faced by all

specialties. In the AANA’s experience, resolving the challenge of faculty recruitment
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and retention requires a much broader, comprehensive approach than changing the
teaching payment rules. In fact, rather than increasing the number of anesthesia faculty
and anesthesia providers, the proposed change would reduce the number of anesthesia
providers by creating further financial disincentives to teach student nurse anesthetists as

well as disincentives to involve teaching CRNAs in the anesthesia educational process.

The AANA and nurse anesthesia program directors throughout the country, despite
federal funding inequities for allied professional education programs and faculty
shortages faced by all specialties, continue to successfully answer the demand for
anesthesia providers. The numbers speak for themselves. In 2000, 83 nurse anesthesia
programs had been established, and in 2006 it is projected that that number will jump to
105 nurse anesthesia programs throughout the U.S. Likewise, the number of clinical sites
in which student nurse anesthetists receive necessary training and experience in the
provision of anesthesia and other services has grown from 650 clinical sites in 2000, to
1500 clinical sites projected for 2006. {Council on Accreditation of Nurse Anesthesia
Educational Programs (COA). Annual Report.)] In 2000, nurse anesthesia programs
reported that 1075 student nurse anesthetists graduated from their programs, and in 2006
that number will increase to 2035 graduates. (Council on Certification of Nurse
Anesthetists) Simultaneously, the COA increased and strengthened the didactic and
clinical practice education requirements expected to be met by all accredited nurse
anesthesia programs. (2004 Standards for Accreditation of Nurse Anesthesia Educational
Programs) Further, the findings of a federal manpower study conducted in 1993-94,
suggests that nurse anesthesia programs must graduate between 1500 to 1700 students per
year to meet the demand for anesthesia providers by 2010. (Abt Associates, Inc. Study:
Estimation of Work Force Requirements in Anesthesiology. September 16, 1994.) With
over 2000 graduates projected in 2006, nurse anesthesia programs are well on their way

to meeting current and future anesthesia demands.

Much of the success of nurse anesthesia programs is due to the AANA’s and nurse
anesthesia programs directors’ commitment to addressing in a comprehensive way

faculty recruitment and retention challenges. One way many nurse anesthesia programs
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do this is to look to non-CRNA faculty such as from the biology, chemistry and
physiology departments at the educational institution in which the program is located, to
teach these subjects to the student nurse anesthetists. Additionally, the AANA has
initiated faculty development programs that help defray some of the education costs of
student nurse anesthetists and CRNAs who wish to become nurse anesthesia faculty
members. Without a doubt, being a faculty member is a very challenging job. Nurse
anesthesia faculty members site the extraordinary time commitment, university
administrative ‘‘red tape™ and financial difficulties with keeping a program afloat as the
reasons why they decline to become facuity or why they return to private practice.
Consequently, throughout the year, the AANA sponsors numerous programs that provide
valuable insights and guidance on developing and cultivating quality nurse anesthesia
programs including grant writing seminars which have helped to bring in additional
outside funds into nurse anesthesia programs. However, CRNA education program
faculty members report that the number one reason why they remain as faculty is the
reward of giving back to their profession by guiding students to become quality
anesthesia providers. (Horton, Betty J, CRNA, DNSc; Gerbasi, Francis, CRNA, PhD;
Lovell, Sandra, CRNA, MA. Preliminary data for unpublished study on faculty retention
for nurse anesthesia programs. 2004.) Because of the high demand for anesthesia
services and professionals in the United States, more money in and of itself is insufficient

to resolve faculty retention problems in healthcare professions.

Relative Benefit of Nurse Anesthesia Education

Given the marketplace demand for nurse anesthetists and the cost benefit of using
CRNAs it would be unwise to further promulgate teaching rules that would inadvertently
discourage CRNAs from educating future anesthesia providers. (Gunn, fra P. CRNA:
The Clinical Forum for Nurse Anesthetists. W.B. Saunders, Publisher: Vol. 4, p 163-171.
November 1998.) Based on data gathered from the Texas Higher Education
Coordinating Board and the U.S. Department of Health and Human Services’ Health
Care Finance Administration, the cost of educating a nurse anesthetist is considerably
less than the cost of training an anesthesiologist. According to the data it costs an

average of $59,000 to educate a nurse anesthetist to provide anesthesia services,
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compared to over $635,000 to train an anesthesiologist. (Gunn, Ira P. Health education
costs, provider mix and healthcare reform: A case in point—nurse anesthetists and
anesthesiologists. Journal of the American Association of Nurse Anesthetists. Vol. 64,
No. 1. p. 48 - 52, 48. February 1996.) Relative anesthesia patient safety outcomes are
comparable among nurse anesthetists and anesthesiologists, with Pine having recently
concluded, “the type of anesthesia provider does not affect inpatient surgical mortality.”
(Pine, Michael MD et al. Surgical mortality and type of anesthesia provider. Journal of
American Association of Nurse Anesthetists. Vol. 71, No. 2, p. 109 — 116. April 2003.)
Similar conclusions have been reached by the National Academy of Sciences in 1977,
Forrest in 1980, Bechtholdt in 1981, the Minnesota Department of Health in 1994 and

others.

Additionally, we note that the system of teaching rules and graduate medical education
already provides the training of anesthesiology residents advantages not enjoyed by the
education of student nurse anesthetists. Currently, Medicare pays substantially more to
hospitals that operate a Graduate Medical Education (GME) program for training
anesthesiology residents than to nurse education programs that educate nurse anesthetists.
According to CMS, Medicare made over $9 billion in direct GME payments and IME
(indirect medical education) payments combined in 2002 to teaching hospitals. (Direct
Graduate Medical Education (GME) Payment. CMS Health Care Industry Market
Update. Acute Care Hospitals Vol. II, p. 6. November 12, 2002.) Altematively, each
year Medicare payments for nursing and allied health education programs total roughly
$250 million. (Lisk, Craig. Medicare Payments for Nursing and Allied Health Programs.
Medicare Payment Advisory Commission (Medpac): Public Meeting. p. 273-318, 276.
April 12, 2001.) Two-thirds of these payments are for nursing education programs,
which are paid to just under 300 hospitals. One-third of the payments are for allied health
professional training programs that go to approximately 550 hospitals. In essence,

Medicare pays nearly $9 billion more for physician training than for nursing education.

Under the GME program a hospital receives Medicare funding calculated for each
resident fulfilling his or her residency requirements in that hospital. (42 CFR §415.178,
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42 CFR §414.46) Whether the GME program is operated by the hospital or another
facility such as a medical school, the hospital will receive the same amount of funding
per enrolled resident. Prior to the year 2000 and passage of the Balanced Budget
Refinement Act (BBRA), Medicare consistently paid hospitals an estimated $20,000 to
well over $100,000 per resident in direct GME funding. (4djusting for local differences
in resident training costs: study due March 2002. Medicare Payment Advisory
Commission (Medpac). Meeting Brief. December 13-14, 2001.) The BBRA did not
specifically call for a gross reduction in GME payments to hospitals, rather it mandated
that the variation in hospital payments be reduced.

In contrast, nurse anesthesia programs are primarily funded through tuition and fees paid
by student nurse anesthetists. Most students pay for at least a portion of their tuition by
taking out loans. Additionally, students and nurse anesthesia programs must often pay
fees to clinical sites in which the students gain necessary anesthesia training and

experience.

Additionally, under the nursing and allied health education programs Medicare does not
provide funding for each student nurse anesthetist who is fulfilling his or her clinical
requirements at that hospital. (42 CFR 413.85, 66 Fed. Reg. 3358, January 12, 2001.)
For hospitals to receive Medicare funding for a nursing education program, the hospital
must operate the program. If the qualifying hospital operates the nursing program, the
hospital will receive funding to cover only the “reasonable costs” of operating a nurse
anesthesia program. Reasonable costs include basic costs such as the cost of employing a
CRNA instructor. For qualifying hospital-based CRNA educational programs Medicare
does not provide funding according to the number of student anesthetists working at a
hospital, as the GME program does for residents. On account of these constraints,
hospitals receive far more in Medicare funding for training anesthesiologists than for
educating nurse anesthetists. This added funding under the GME program creates an
incentive for hospitals to include a GME anesthesiologist program to the hospital, but

creates a disincentive to include a nurse anesthetist program at the same hospital.
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CMS’ Previous Responses to ASA’s Request

As you may recall, in the August 15, 2003, proposed rule for the CY2004 Physician Fee
Schedule (68 Fed. Reg. 49030), the American Society of Anesthesiologists requested the
following changes to the teaching anesthesiologist payment rules; (1) CMS change the
teaching payment regulations so that teaching anesthesiologists would be paid in a similar
manner to teaching surgeons (Surgeons can be paid the full fee for each of the two
overlapping surgeries involving residents.); (2) the teaching anesthesiologist be able to
choose case-by-case whether to seek payment similar to the teaching CRNA or based on
medical direction rules; and (3) The teaching payment regulations for teaching
anesthesiologists not require the teaching anesthesiologist to participate in the pre- and

post-op anesthesia care to obtain full base units.

In answer to ASA’s request and AANA comments, CMS in the November 7, 2003, Final
Rule (68 Fed. Reg. 63195) denied all three of the ASA’s requests. Instead, CMS held
that teaching anesthesiologists, like teaching CRNAs, can now bill base units and actual
time, based on the amount of time the physician is present with the resident during each
of two concurrent cases. CMS clarified that the new policy for teaching anesthesiologists
applies only when there are (1) two concurrent cases, and (2) the cases involve residents
so that anesthesiologists cannot simultaneously apply the one-to-two teaching ratio and
the one-to-four medical direction ratio. {Allowing anesthesiologists to simultaneously
apply the one-to-two teaching ratio and the one-to-four teaching ratio would have
resulted in anesthesiologists cherry-picking anesthesia cases. The anesthesiologist could
assign his residents to the anesthesia cases that would net more reimbursement funds for
the anesthesiologist and assign the medically directed CRNAs to the cases that would net
the anesthesiologist and the CRNAS less in reimbursement.) Additionally, CMS in the
final rule further clarified that to bill base units, the anesthesiologist must be present with

the resident during the pre- and post- anesthesia care included in the base units.

Last year, in the November 15, 2004, final rule for the CY2005 Physician Fee Schedule
(69 Fed. Reg. 66236), CMS denied the American Society of Anesthesiologists (ASAs)
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request to change the teaching rules stating that there are inherent differences in the key
or critical services between anesthesia and surgical services, and that payment is

therefore different for each specialty.

In the alternative, we appreciate the initiative CMS took in 2002, to clarify the rule that
allows a non-medically directed CRNA to receive partial payment when the CRNA is
involved in two concurrent cases involving student nurse anesthetists. (66 Fed. Reg.
3358, January 12, 2001) Previously, non-medically directed CRNAs were reimbursed for
only one case though the CRNA concurrently supervised two cases involving student
nurse anesthetists. This rule clanfication is an example of a regulation that removes a
disincentive for CRNAs to contribute their years of experience in nurse anesthesia with
more Student nurse anesthetists as well as to provide more patients with access to quality

anesthesia care.

Fiscal Impacts of Offsetting Anesthesiologist’s Proposal
As issued by the ASA in 2004, CMS reportedly estimated the cost of the

anesthesiologists' teaching rules proposal at $34 million per year (454 comment to CMS,
9/3/2004). CMS has requested information about options to offset the cost of this
proposal. Considering that Part B is a closed system, it is possible to consider the relative

impacts of various offsets from within Part B.

The ASA recommended in their comment to CMS (9/3/2004) to offset the expenditure
through an across-the-board reduction in the conversion factors for all Part B services.
CMS estimates its 2005 allowed charges for all Part B services are $65.8 billion (69 FR
66235, Nov. 15, 2004). The cost of the anesthesiologists' proposal amounts to $34
million / $65.8 billion, or 0.05 percent of all Part B charges. A 0.05 percent reduction
from the 2005 Part B conversion factor of $37.8975 would reduce the conversion factor
by $0.0189, to $37.8785, and would reduce the 2005 anesthesia conversion factor of
$17.76 by 0.9 cents per unit. The impacts of this reduction on all Part B providers,
including specialties of internal medicine, family practice, radiology, surgery, emergency

medicine and others, would vary based on the volume and intensity of services each
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healthcare professional offers to Medicare beneficiaries. The AMA Relative Value Unit
Committee (AMA-RUC) process is the one by which physician organizations determine
their willingness to reduce their reimbursement in order to benefit one specialty. We are
unaware whether the ASA's proposal has been subject to the AMA-RUC process, a
process that generally excludes representatives of the nurse anesthesia profession from
full participation in its ordinary business. Nor are we aware other medical specialties
have expressed willingness to reduce their Medicare reimbursements to benefit certain

teaching anesthesiologists on top of CMS' proposed 4.3 percent negative update for 2006.

It is also worth examining the impact of alternative revenue sources, such as from the
Medicare anesthesia payment. CMS reports its allowed charges for anesthesiology in
2005 are $1.422 billion for anesthesiology, and $485 million for nurse anesthetists, for a
total of $1.907 billion. The mean Medicare Part B anesthesia conversion factor for 2005
is approximately $17.76 per unit (69 FR 66235, Nov. 15, 2004). The $34 million annual
cost of the ASA proposal is $34 million / $1.907 billion, or 1.78 percent of all anesthesia
charges. Offsetting the cost of the ASA proposal from Medicare allowed anesthesia
charges across the board would reduce the 2005 anesthesia CF by 31.66 cents a unit, to
$17.44. The costs of this reduction to each anesthesia provider may be estimated
applying certain common assumptions. The AANA annual survey of CRNAs reports
each CRNA provides a mean 800 cases per year, at a mean of 12 units per case. If 100
percent of that CRNA's cases were personally performed and provided to Medicare
beneficiaries, the cost of the ASA proposal offset from anesthesia payment equals 31.66¢
* 800 * 12 = $3,040 per year. The formula may be prorated for important factors,
including Medicare case mix and the propensity to bill cases as medically directed. A
common supposition that Medicare might account for one-third of a CRNA's case mix
would render the formula as (31.66¢ * 800 * 12) / 3 = $1,003 per year. In general the
same principles apply to reimbursement of CRNAs and anesthesiologists, with the
exception that the impacts multiply as anesthesiologists bill medical direction for up to

four simultaneous cases.
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We do not have reason to question the underlying problem described by the
anesthesiologists, that their residency programs are having trouble retaining faculty and
maintaining fiscal soundness. However, nurse anesthetists strenuously object to paying
up to a thousand dollars or more per year in reduced Medicare reimbursements solely in
order to provide increased Medicare reimbursement to certain anesthesiologists teaching
medical residents in certain cases. The CMS might further consider whether
anesthesiologists in general would recoil against such costs being imposed on their own
practice in order to provide increased Medicare reimbursement to certain teaching
anesthesiologists. To our knowledge, such a question has not been put to the general
population of anesthesiologists. It is not unreasonable to conclude the agency cannot
reasonably secure acceptance for the teaching policy change recommended by the
anesthesiologists if the offsetting spending cut lies within Part B in general, or the

anesthesia payment in particular,

We conclude there are problems in the anesthesia teaching rules worth fixing, primarity
that they reduce Medicare payment in many instances when safe anesthesia care is being
provided to Medicare beneficiaries when student nurse anesthetists or medical residents
are involved. The calculations above underscore our general point, that the agency
should direct the anesthesiologists and nurse anesthetists to develop a consensus proposal

to address problems with the anesthesia teaching rules to the general public good.

Revised Payment Rules for Teaching Anesthesiologists Remain Untested

In the proposed rule, the ASA is cited as stating that it is “not aware of any teaching
anesthesia programs that have arranged their practices to meet the conditions necessary to
bill under the revised policy.” We understand this to mean that anesthesiology teaching
programs have not yet tried to use the “discontinuous time model” for payment. Under
the discontinuous time model a teaching anesthesiologist can bill for base units and actual
time, based on the amount of time the anesthesiologist is present with an anesthesiology
resident during each of two concurrent cases. Previously, anesthesiologists could be paid
under a medical direction model of only 50 percent of the fee schedule for each of the

two concurrent cases. Generally, the discontinuous time model is thought to provide
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larger payments than the medical direction model. In our view, it seems that it would be
beneficial for anesthesiology programs to try to use the discontinuous time model and
determine the financial benefit that would result before instituting 2 more substantial
change to the teaching rules that would have a negative impact on nurse anesthesia

education and the production of more nurse anesthetists.

Conclusion

We believe when reviewing proposed changes to the current anesthesia teaching rules
that CMS should thoroughly examine how changes to the rules on teaching
anesthesiologists might impact teaching CRNAs, other providers of healthcare services,
and services to Medicare patients. Teaching rules ought to maintain an equitable balance
between various providers so that the rules do not unfairly advantage one type of provider
over another. Currently, the teaching rules are not equitable in that they provide benefits
and incentives to anesthesiologists and resident anesthesiologists that are not made

available to teaching CRNAS or to student nurse anesthetists.

We thank you for the opportunity to comment on the proposed rules. Should you have
any questions regarding these matters, please feel free to contact the AANA Director of
Federal Government Affairs, Frank Purcell, at 202.484.8400.

Sincerely,

Brian D. Thorson, CRNA, MA
AANA President

cc: Jeffery M. Beutler, CRNA, MS, AANA Executive Director
Frank Purcell, AANA Director of Federal Government A ffairs
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Conqress of the Enited States
Houge of Representatibes

September 28, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
ATTN: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

To whom it may concern:

We understand Medicare is collecting information on the teaching physician policy for
anesthesiologists as part of its 2006 Part B update proposed rule (70 FR 45789, 8/8/2005). In the
interest of securing beneficiaries’ access to safe anesthesia care, we have significant concerns
with changes that would exacerbate inequities in how the Medicare system treats teaching
Certified Registered Nurse Anesthetists (CRNAs) and anesthesiologists, and ask that changes be
developed by a consensus process involving both types of anesthesia professionals.

Each year since 2003, CMS has been presented a proposal to change the anesthesia teaching
rules so that teaching anesthesiologists would be paid in a similar manner to surgeons,
establishing major new incentives to teach anesthesiology residents, and significant disincentives
to teach nurse anesthetists. Educating anesthesia professionals is important, and we appreciate
CMS’ continued consideration of this issue. However, changing the anesthesia teaching rules to
further dramatically favor one type of anesthesia provider over another would be harmful to the
healthcare system and to patients’ access to healthcare services. Such teaching rules ought not
unfairly advantage one type of provider over another, an outcome that would impede Medicare
beneficiaries’ access to safe anesthesia care, especially in rural and medically underserved areas.

So that patients anywhere in the country will continue to have access to the safe anesthesia care
that they need, we are requesting that CMS work with both nurse anesthetists and
anesthesiologists in developing a consensus proposal to address issues in the anesthesia teaching
rules.

Sincerely,

Priborie. Aok éﬂ\/ %7"6







Melissa A. Hart
Member of Congress

4" District (Pennsylvania)

Theima Drake
Member of Congress
2™ District (Virginia)

Phil English
Member of Congress
3" District (Pennsylvania)

Sherrod Brown
Member of Congress
13™ District (Ohio)

Dave Hobson
Member of Congress
7™ District (Ohio)

Lois Capps
Member of Congress
23" District (California)

Stephanie Herseth
Member of Congress
At-Large (South Dakota)

Mike Doyle
Member of Congress
14"™ District (Pennsylvania)

Mary Bono
Member of Congress
45™ District (California)

Bart Stupak
Member of Congress
1 District (Michigan)

Maurice Hinchey
Member of Congress
2™ District (Kentucky)

Ron Lewis
Member of Congress
2™ District (Kentucky)

Jerry V. Costello
Member of Congress
12™ District (Illinois)

Rosa DeLauro
Member of Congress
3" District (Connecticut)

Chris Chocola
Member of Congress
2™ District (Indiana)

Ted Strickland
Member of Congress
6" District (Ohio)

Jay Inslee
Member of Congress
1¥ District (Washington)

Carolyn McCarthy
Member of Congress
4" District (New York)
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REPUBLICAN POLICY COMMITTEE September 26, 2005

The Honorable Mark B. MeClellan, M.D., Ph.D.

Administrator

Centers for Medicare and Medicaid Services

314G Hubert H. Humphrey Building

200 Independence Avenue, S.W.

Washington, D.C. 20201 File code: CMS-1502-P
Issue identifier: Teaching
Anesthesiologists '

Dear Dr. McClellan:

Enclosed you will find information from the American Society of Anesthesiologists and
the Arizena Society of Anesthesiologists in relation to the current payment policy for the
Medicare anesthesiology teaching rule. Academic anesthesiologists from my state have spoken

- with me about their reimbursement system, whiah I believe merits further review.,

It appears to me that the current practice of reducing the reimbursement for
anesthesiologists who supervise two medical residents in overlapping to 50 percent for each cage
is problematic in the short term for the residency programs, and over time, contributes to the
shortage of anesthesiologists in private practice. The safety and quality of services rendered to
Medicare beneficiaries are always the primary concern, and I hope CMS will maintain the
highest standards in these areas while also paying physicians appropriately,

[ have alsa heard from the nurse anesthetists and want to ensure that a digincentive to
train certified registered nurse anesthetists (CRNAs) is not created through any changes to the
anesthesiologist reimbursement proposals. Iask you to consider the comments I haye enclosed,
and work towards a proposal with the American Saciety of Anesthesiologists and the American
Association of Nurse Anesthetists to addresg the problems in the 2006 Physician Fee Schedule
Payment Rule.

I expect no action to be taken on this matter which would be inconsistent with existing
rules and regulations. As always, I thank you for your leadership and look forward to hearing
fram yon,

Sincerely,

467«461,(—-'
JONKYL
United States Senator

http: {/www.senato.gav/~kyll-
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<% ) Santa (ruz County Medical Society

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8013

Baltimore, MD 21244-8013

Re: “GPCIs™

I am writing on behalf of the Santa Cruz County Medical Society in response to the proposed
rules (70 FR 45783) regarding Medicare physician payment localities and GPCls. Our medical
society is in_support of the proposed rules to remove Santa Cruz and Sonoma Counties from
Locality 99.

In 1997, HCFA applied a 5 percent threshold to existing localities to consolidate them into
comparable cost areas creating our current national physician fee schedule structure (61 FR
59494). The intent of current Medicare law is to reimburse providers according to the cost of
providing services, make adjustments for geographic differences in those costs, and distribute
payments accordingly. In 1997, based on Santa Cruz County Geographic Adjustment Factors
[GAFs], Santa Cruz County should have been placed in its own payment locality. Instead of
applying the 5% iterative rule using county costs as the unit of comparison, HCFA averaged the
cost of providing care between Santa Cruz County and San Benito County. Due to this oversight,
Santa Cruz County was placed in Locality 99.

In 1996, HCFA chose between multiple options presented by Health Economics Research, Inc.
Option 1i, 5-percent threshold, was chosen. Under this option, payment localities from 1996 were
used as the building blocks for creating revised payment localities. Presumably, this was the
rationale for treating Santa Cruz County and San Benito County as a combined unit, rather than
examining their county-specific GAFs. However, in the same final rules (61 FR 59494), when
examining subcounty localities, HCFA stated, “We proposed to use counties as the basic locality
structure...Using counties as the basic locality unit provides a national uniform physician fee
structure.” It is problematic that CMS decided to utilize larger units than counties when
considering Santa Cruz and San Benito counties but CMS utilized county-specific costs in most
other circumstances. This seems as if it were either an arbitrary decision or an oversight on the
part of HCFA.

Since 1997, Santa Cruz County has been the most negatively impacted county in the country from
this misapplication of the 5% iterative rule. The damage to access to care in our county is
significant. As the demographics in our State have changed, particularly with the growth of
Silicon Valley, our cost of providing care has increased dramatically.

(595 Soquel Drive. Suite H0  Sanfa {roz, (195063  (S30479-7226  Fan(830)439-7223
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Sutter Santa Cruz

A Sutter Health Affiliate 2025 Soquel Avenue
Santa Cruz, CA 95062

September 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8013

Baltimore, MDD 21244-8013

Re: “GPCls”

Dear Sirs:

[ am writing on behalf of the Sutter Health affiliates in Santa Cruz County, California in support
of the August proposed rule. [ represent a licensed acute care hospital, the Sutter Maternity and
Surgery Center, a home health agency (the Visiting Nurses Association of Santa Cruz), and the
Santa Cruz health care division of the Palo Alto Medical Foundatien, which consists of 130
providers (physicians, podiatrists, audiologists, nurse practitioners, physical and occupational
therapists, optometrists, and speech pathologists).

My perspective is unique because of the varied components of my organization. I have addressed
CMS staff in person on numerous occasions and have been most appreciative of the openness of
CMS in sharing source documents and in being receptive to our suggestions when we have had
differing views of this issue.

In general, | feel that the proposed rule is an extraordinarily positive statement by CMS on many
levels. It demonstrates true and courageous leadership addressing a long-standing and divisive
issue.

The following is how I sense that different stakeholders view this issue:
CMS

The 1996 rule that reconfigured the pre-existing 210 localities into the current 89 localities was
flawed. The pre-existing localities, which had been originally configured in the 1960s, formed
the basis for the ‘new’ localities. Three states (MA, PA, and MO) had slight changes made to
those localities. CMS should have applied the iterative 5% rule to individual counties in each
state rather than to the pre-existing localities. Further, CMS should have not paved the way for
ongoing disputes between providers, CMS, Congress, beneficiaries, and state medical societies by
requiring future locality revisions to be directly linked to the wishes of physician professional
organizations. CMS has not revised any localities since 1996 and is well aware at this time that
the locality problem is in need of substantial reform.

The August rule acknowledges for the first time that CMS bears the ultimate responsibility for
managing physician fee schedule areas. It is ironic that Congress has delegated to CMS the
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mandate to do so and, after nine years of inaction by CMS, that many representatives from
California are in opposition to the proposed rule.

CMS appropriately selected the most problematic region in the nation (the SF Bay Area) and
appropriately proposed a rule change, which would have a negligible impact on the remaining
counties within California’s locality 99. The current leadership of CMS deserves credit for
addressing a problem whose origins date to first years of Medicare.

CMS must work with Congress, MedPAC, and provider organizations to create a long-term
solution to this problem. It is important that CMS acknowledge that the two-county CA solution
is the first step in a broader and more comprehensive solution to the fee schedule area problem.

Multi-locality Versus Single-locality States

It is prudent at this time to concentrate on payment discrepancies in multi-locality states prior to
resolving such disparities in single-locality states. Large “Rest-of State” localities in multi-
locality states redistribute dollars from high cost counties to lower cost counties. This also occurs
in single locality states. However, in large heterogeneous states such as Texas and California this
redistribution of payments from urban to rural areas is inconsistent. Santa Cruz and Sonoma
currently support payments to rural CA counties. The urban localities in the SF Bay Area do not.
Revisions to the current localities when instituted as you have proposed in an incremental manner
must begin in those multi-locality states with the largest payment discrepancies.

The locality problem (commonly referred to as the “GPCI problem™) is nevertheless a national
problem. Broader solutions to these issues on a national level will certainly arise from Congress.
We applaud the leadership of CMS for initiating the solution in the most problematic mult-
locality state, California,

CMA

The CMA has unfairly been delegated the authority to craft a CA solution. The 2004 CMA
proposal was widely praised but apparently was inconsistent with how CMS interprets its
authority to institute changes to payment localities. The CMA will respond to CMS’ request for
response to the proposed rule by recommending for a legislative solution to the problem. CMA
had no other choice but to decline to directly comment on the two-county proposal. CMA’s
silence on the two-county proposal should not be interpreted as non-support but rather a statement
that this state medical society is no longer willing to be inappropriately designated as the
decision-maker in a matter of federal policy. The CMA knows full well that it is an important
voice as it represents half of California’s physicians. It also is aware that it does not represent a
dozen or so of the other types of providers eligible to bill CMS for services to Medicare
beneficiaries.

CMS must develop a process for future revisions that no longer necessitates that state medical
societies must initiate and approve any proposed changes to fee schedule areas. CMS must
clearly identify the process for these revisions and they should be automatically applied at each
three-year recalculation of the GPCls.

California County Medical Socigties

CMS will receive very positive responses from Sonoma and Santa Cruz Counties” Medical
Societies. It will also receive mixed responses from other county professional societies. If the




proposed rule had clearly identified that the two county proposal was meant to establish a process
that would precede the necessary development of a process that would guarantee to other CA
counties then you would received congratulatory comments rather than comments engendered by
the divisiveness of the current process. The comments that you received from the Santa Barbara
County Medical Society are the most thoughtful and incisive that you will receive. It is important
to note that Santa Barbara County represents a “losing” county as defined by the CMS 1996 rule.

The California Delegation

The 2004 CMA proposal was widely applauded by the CA delegation. The two-county proposed
rule has understandably elicited a more polarized response. Congress has imposed on CMS the
requirement to manage fee schedule areas under the constraints of budget neutrality. We applaud
the comments of Senator Boxer, as the only statewide federally elected official, who supports the
two county proposal. Members of House who oppose your proposed rule should redefine the
rules established by Congress that have tied the hands of CMS and the CMA over the past ten
years rather than decry the first locality revision proposed by CMS in a decade.

Other Providers

CMS chose not to implement the CMA 2004 proposal as a demonstration project because of its
effect on non-physician providers. CMS has acknowledged the fact that the CMA should really
only have input on fee schedule changes as they relate to changes in payments to its member
physicians. CMA does not represent the majority of types of licensed providers that currently
provide services to Medicare beneficiaries. These include: speech pathologists, occupational
therapists, physician therapists, licensed clinical social workers, clinical psychologists,
optometrists, physical therapists, audiologists, optometrists, nurse practitioners, and physician
assistants. CMS should consider the responses to this rule from state medical societies
acknowledging that organized physicians groups must not be inappropriately empowered by
CMS to overrule proposed rule changes that affect these other types of providers.

Beneficiaries

CMS will hear from many beneficiaries who receive care in Sonoma and Santa Cruz Counties.
Access is eroding in these two counties as more and more providers re-locate to adjoining
counties. The boundary discrepancies between Sonoma and Marin Counties, and between Santa
Cruz and Santa Clara Counties, have real and deleterious effects on the beneficiaries of our two
counties. It is incomprehensible to our beneficiaries why this decision is controversial. It is well
understood that the proposed rule would decrease payments to the providers in the remaining 47
counties in Locality 99 by considerably less than 0.1%. This actually translates to less than two
cents for a 99213 established office visit.

MedPAC

MedPAC is analyzing this problem from a national perspective. MedPAC and Congress are
considering revisions either based on the 5% (or other) threshold applied to all counties or to a
transition to MSA-based physician payment localities congruent to the hospital-based localities
currently utilized by CMS. CMS should acknowledge that this issue is widely recognized to be
substantive and unlikely to be resolved by the two-county proposal. It would be to CMS’ credit if
it were to implement the two-county proposal AND to express a willingness to work with all
stakeholders to develop a comprehensive solution to this issue during 2006.




Santa Cruz County

Since 1999, this county has been the most disadvantaged county in California’s Locality 99, It
has persistently had the highest boundary payment between it and adjoining counties in the
nation. And, it has led the debate on identifying the problem and in the creation of an equitable
and comprehensive solution. The 2004 proposed rule, which assigned the highest GAFs to Santa
Clara and San Mateo Counties in the nation, exacerbated our problem. Our northernmost
incorporated city, Scotts Valley, has two dozen primary care providers. It is situated less than
seven miles from Silicon Valley (Santa Clara County) where providers receive 24% more for the
same services. Acknowledging this fact as the basis for the proposed rule, and why a solution
must begin in Santa Cruz County and why it must begin in 2006, brings credibility to CMS.

Thank you for working with our providers and our beneficiaries in bringing this important issue
to a resolution,

Sincerely,

Larry deGhetaldi, M.D.

Sutter Santa Cruz CEO
President SC Division Palo Alto Medical Foundation
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Centers for Medicare & Medicaid Services

Department of Health & Human Services

Atin: Diane Milstead and Gaysha Brooks, CMS-1502-P
P.O. Box 8017

Baltimore, Maryland 21244-8017

Re:  NUCLEAR MEDICINE AND POSITION EMISSION TOMOGRAPHY
SERVICES

Dear Ms. Milstead and Ms. Brooks:

Upon review of the comments relating to nuclear medicine services set forth in the
Federal Register, Volume 70, Number 151, p. 45854, published August 8, 2005, we fecl
compelled to address what we believe are problematic aspects of the commentary. The
Centers for Medicare & Medicaid Services (“CMS™) proposes to categorize nuclear
medicine services and positron emission tomography (“PET”) as designated health
services. We would discourage the outright designation of such services as designated
health services for several reasons and suggest reasonable alternatives to the immediate
designation of such services.

First, the propensity of CMS to tie physician investment and increased referrals to
financial incentives does not take into account the various factors that drive physician use
of improved technology. Notably, CMS fails to consider the correlation of increased
usage to advances in technology and leading thought on disease diagnosis and treatment.
In its commentary, CMS acknowledges that technological improvements have been made
with respect to nuclear medicine and PET scanner services and also notes its expanding
Medicare coverage of such services. However, CMS accepts as dispositive that increased
referrals to physician-owned entities which provide such services are due to financial
incentives rather than the improved services and diagnosis achieved by utilizing better
equipment. The failure of CMS to consider the potential correlation of increased usage
and improved technology may ultimately have a negative impact on the future provision
of quality health care as physicians may hesitate to invest in new technology or services
for fear that CMS will ultimately decide to prohibit such investment.

CMS’ commentary does not provide examples of the extent to which advances in nuclear
medicine and PET scan services have improved the quality of care and drive physician
decision-making. However, examples exist which support the claim that increased
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referrals for such services are not based on financial incentives. For example, oncologists
are using PET scanner technology to identify and localize cancers. In the case of nuclear
medicine services, certain types of scans which today are used to measure how the
stomach empties its contents for patients with gastorparesis were not typically used in a
gastroenterologist’s practice a mere five years ago. Such scans allow for better diagnoses
and avoid invasive procedures. Accordingly, increased referrals for PET scans or nuclear
medicine services by oncologists and gastroenterologists, respectively, are often not
indicative of overutilization but rather indicate the effective utilization of new or
mmproved technology to treat or diagnose traditional problems. Again, the propensity of
CMS to correlate physician investment to increased referrals, while an easy correlation to
draw, is not accurate and does not take into account the full picture of improved
technology and patient care.

Second, patient care has improved due to physician investment in entities providing
nuclear medicine and PET services. Specifically, the ability to invest in new technology
and bring such technology to use has led to improved diagnostic and treatment ability. As
scans today provide greater clarity in images, specialists have been able to utilize nuclear
medicine and PET scan services for purposes never previously considered. This results in
lower costs and improved patient care.

Third, not only does physician investment in entities providing nuclear medicine and PET
scan services lead to better quality care at a lower cost, physician investment in such
entities has also allowed for increased access to such services. Specifically, nuclear
medicine and PET scan services that were not otherwise available to certain patient
populations have been made available because of provider investment in nuclear
medicine and PET scan services. Nuclear medicine and PET scan services require more
expensive equipment than traditional radiology services and therefore physician
investment in such equipment fills a necessary gap where large health care providers
have been unable to afford such equipment or choose not to acquire such equipment.
Accordingly, to the extent large health care providers decide not to invest in or cannot
afford to invest in such equipment, physician investment in such equipment has filled the

gap.

In the alternative, if CMS decides that is in the best interest of the current and future
patient population to categorize nuclear health services and PET scan services as
designated health services, we encourage CMS to set forth an extensive grandfather
provision in the new rule which will allow physician investors in entities currently
performing nuclear medicine and PET services to continue referring to such entities.

In conclusion, we ask that you strongly reconsider categorizing nuclear medicine and
PET services as designated health services. We encourage CMS to consider that studies
regarding increased usage to which it cites its commentary is also a function of improved
technology and better diagnostic and treatment modalities which ultimately improve the
quality of patient care. Moreover, in situations where treatment or diagnostic modalities
arc expensive or require the specific skill of a trained expert such as in the case of nuclear
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medicine and PET services, physician investment can help bring new technology to areas
which otherwise would not have access. Finally, to the extent that medical technology is
constantly evolving and changing, we urge that CMS alter its pattern of retroactively
prohibiting physician investment in new technology and services. This pattern of
retroactively prohibiting the latest technology or service growth area will dampen the
spirit of innovation in the provision of quality patient care and may inhibit the ability to
provide the highest quality care. If this pattern continues, physicians will hesitate to
make the investments needed to continue to provide high quality care for fear that CMS
will ultimately determine that such investments present fraud and abuse risks.

Should you have any questions regarding the above, please do not hesitate to contact me
at (312)750-6016.

Scott Becker

WHEA\113493.1
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September 29, 2005 {BOO) 253-4636

Fax: (301) 897-9745
Mark McClellan, MD, PhD W, ACC.07F
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS 1502-P

P.O. Box 8017

Baltimore, MD 21244-8018

Dear Dr. McClellan:

The American College of Cardiology (ACC) is a 30,000 member non-
profit professional medical society and teaching institution whose mission
is to advocate for quality cardiovascular care—through education,
research promotion, development and application of standards and
guidelines—and te influence health care policy. The College represents
more than 90 percent of the cardiologists practicing in the United States.

The ACC is pleased to offer comments on the notice of proposed
rulemaking entitled Medicare Program: Revisions to Payment Policies
Under the Physician Fee Schedule for Calendar Year 2006 [CMS-
1502-P] published in the Federal Register on August 1, 2005. Our goal
in reviewing proposed Medicare policy changes is to assure access to
quality cardiovascular care for Medicare beneficiaries. The College
believes that rational, fair physician payment policies are a critical
component of adequate access to care. We offer the following comments
in support of that goal.

Practice Expenses

CMS has proposed a significant change in its methodology for calculating
practice expense RVUs. If provisions outlined in the proposed rule are
implemented, the direct practice expense portion of the RVUs will be
calculated on the basis of the CPEP/PEAC direct practice expense inputs
alone. CMS notes that one of its goals in implementing this change is to
develop a practice expense methodology that is clear and more intuitive.
However, CMS has not released enough data or provided enough detail
about the new method described in the proposed rule for physicians and
other stakeholders to gain a thorough understanding of how the RVUs
will be determined. We urge CMS to provide a more data and a more
detailed explanation, along with examples of how RVUs for specific
codes were determined.

The rission of the American College of Cardislogy is to advocate for quality cardiovascular care — through education, research promotion,
development and application of standards and guidelines — and ro influence health care policy.
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Supplemental practice expense data

The Balanced Budget Refinement Act of 1999 (BBRA) directed HHS to
establish a process for integrating supplemental data into the practice
expense component “to the maximum extent practicable and consistent
with sound data practices.” CMS subsequently established through a
rulemaking process standard criteria for the submission and acceptance of
supplemental practice expense survey data. These criteria are rigorous
and are designed to ensure that specialty supplemental surveys are
comparable to the SMS survey, nationally representative of the specialty,
and of adequate precision. In addition, by requiring that surveys be
conducted by independent contractors with data submitted directly to
CMS’s contractor, the criteria ensure that specialties cannot manipulate
the survey process or data analysis. CMS makes the results of the
contractor’s analysis available to the public on its website. Given the
rigorous and detailed analysis CMS’s contractor has conducted on the
supplemental surveys, these data are very likely superior to the SMS data
that have been used to calculate practice expense RVUs.

The ACC believes that CMS’s acceptance of the supplemental practice
expense survey data meeting the published criteria has been an important
component of efforts to refine the resource based practice RVUs. CMS
has asked for comments on issues related to appropriate determination of
indirect costs for all specialties. An SMS-type survey of all specialties
that meets the criteria for reliability and representation that CMS has
imposed on the supplemental surveys might be the gold standard for
gathering these data. However, unreselved questions about who would
fund and conduct such a survey mean that it could not occur soon. For the
near term, we believe CMS must use the best data available now.
Therefore, we recommend that CMS incorporate the supplemental data
already submitted and accepted and that CMS continue to accept,
evaluate, and incorporate additional supplemental surveys.

The College is pleased that CMS has incorporated the supplemental
practice expense survey data submitted for cardiology and the other
specialties that submitted data consistent with the acceptance criteria.
Like other specialties that submitted data, the cardiovascular physician
community {(encompassing the ACC, the American Society of
Echocardiography, the American Society of Nuclear Cardiology, the
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Heart Rhythm Society, and the Society for Cardiovascular Angiography
and Interventions) invested significant resources to conduct its
supplemental survey. Cardiology undertook the project with no guarantee
the data would meet the criteria for acceptance and, if accepted, would
result in changes favorable to cardiology. The process for submitting,
evaluating, and incorporating supplemental practice expense data
exemplifies the strong, effective public-private cooperation that has been
s0 important to the ongoing improvement of Medicare’s RBRVS. We
believe it is essential that CMS continue to engage in good faith efforts
with both the physician community as a whole and with individual
specialty societies to obtain the data necessary to support the physician
fee schedule.

However, the ACC did note some confusion about the practice expense
per hour figures CMS actually used to calculate the proposed practice
expense RVUs. Specifically, it is not clear whether all specialties’
supplemental data were deflated to 1995 levels in a consistent manner.
The following table compares the practice expense per hour figures listed
in Table 14 of the proposed rule, Table 14 of the September 1 correction
notice, and the Lewin reports on supplemental data for 2005 and 2006.

Practice Expense Per Hour

Table Table 14 Lewin
Specialty 14 Correction Reports
NPRM Notice
Radiology 96.3 136.7 159.41
Cardiology 156.3 184.3 215.15
Radiation 128.3 138.0 145.88
Oncology
Urology 121.7 163.2 163.18
Dermatology 152.1 2125 212.49
Allergy/ 179.6 2337 233.67
Immunology
Gastroenterology 85.00 133.2 133.03

The comparison shows substantial differences among the practice
expense per hour figures from the Lewin report for radiology, cardiology,
and radiation oncology, Table 14 of the Proposed Rule and Table 14 in
the Correction Notice. Practice expense per hour figures for urology,
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dermatology, allergy/immunology, and gastroenterology, however, are
the same in the Table 14 Correction Notice and the Lewin report. We also
note that the practice expense per hour figures for urology, dermatology,
allergy/immunclogy, and gastroenterology that were published in the
Proposed Rule were lower than the figures published in the correction
notice. One possible explanation is that CMS failed to adjust the data
from some of the specialties to 1995 levels, while the other supplemental
data were adjusted. It is also possible that the discrepancies among Table
14 (Correction Notice), Table 14 (Proposed Rule), and the Lewin report
data reflect only printing errors. The ACC strongly urges CMS to
investigate these discrepancies, correct any errors, and publish a
correction as soon as possible.

Remote Cardiac Event Monitoring Services
The ACC is concemed that the practice expense RVU reductions

proposed for remote cardiac event monitoring services (CPT codes
93012, 93226, 93232, 93271, 93733 and 93736) may have a serious
negative impact on patient access to these important services. Remote
cardiac event monitoring services differ from most other services on the
physician fee schedule in ways that limit the ability of the practice
expense methodology to adequately capture costs. A facility or physician
practice providing these services must have the infrastructure to provide
monitoring capability 24 hours a day, seven days a week. The practice
expense methodology is designed to capture the costs of services centered
on a specific physician-patient encounter. The costs associated with
around the clock availability of equipment and highly trained personnel
do not fit well into this model. The ACC recommends that CMS examine
this issue and work closely with the involved provider community to
ensure that direct and indirect costs are adequately reflected in the
practice expense RVUs for cardiac event monitoring services.

Cardiac PET Studies

Addendum B of the proposed rule includes no practice expense RVUs for
CPT 78491 (Myocardial imaging, positron emission tomography (PET),
perfusion; single study at rest or stress) and CPT 78492 (Myocardial
imaging, positron emission tomography (PET), perfusion; multiple
studies at rest or stress) in either the facility or non-facility setting. The
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ACC believes the omission of practice expense RVUs for 78491 and
78492 is an error. We urge CMS to publish the proposed RVUs for these
two codes in a correction notice as soon as possible.

Supply and Equipment Items Needing Specialty Input

CMS requested specialty input on a number of supply and equipment
items. Several of those items identified in Tables 18 and 19 of the
proposed rule indicate that cardiology is the primary specialty associated
with the supply or equipment. The ACC is aware of CMS’s need for
assistance. We are currently gathering the necessary information, but the
data are not available yet. We will provide the information to the
appropriate CMS staff as quickly as we can.

Multiple diagnostic imaging procedure reduction

CMS proposes to reduce payment for some multiple diagnostic imaging
procedures provided during the same session. Specifically, CMS asserts that when
multiple imaging procedures using the same modality are performed on
contiguous body parts some clinical labor, supply, and equipment costs overlap.
CMS therefore plans to reduce the technical component payment for the second
and any subsequent procedure within each of 11 families of imaging procedures
by 50 percent. The proposed rule states that CMS based this decision on an
analysis of the direct practice expense inputs used to establish the resource based
practice expense relative value units. CMS also notes that a similar multiple
procedure payment reduction is in effect for surgical procedures.

By focusing the proposed payment reduction for multiple diagnostic imaging
services only on the technical component, CMS does correctly recognize that the
physician work associated with imaging services — that is, interpreting the
image(s) and writing a report — does not decrease when more than one procedure
is performed. For surgical services, physician work decreases significantly when
more than one procedure is performed because much of the physician work
included in the payment for a surgical procedure stems from pre- and post-
procedure evaluation and management services that occur during the global
surgical period. Most of the physician practice expenses associated with surgical
procedures, particularly those not performed in the physician office, are also
associated with those pre- and post-surgical evaluation and management services.
It may not be unreasonable, then, to assume that since pre- and post-procedure
E&M services are not increased substantially when an additional surgical
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procedure is performed during the same operative session, a significant payment
reduction is therefore appropriate.

The ACC believes, though, that CMS has erred in assuming that the same
payment reduction for practice expenses for multiple surgical procedures should
be applied to practice expenses (i.c., the technical component) of multiple
diagnostic imaging procedures. There is no global package associated with
diagnostic imaging services. The pre- and post-procedure activities and resources
provided to patients undergoing diagnostic imaging procedures are typically not
as extensive as those required for surgical patients. Therefore, the costs
associated with pre- and post-service activities are likely to comprise a much
smaller portion of the payment for diagnostic imaging procedures than for
surgical procedures. Consequently, it is unclear to us that extension of the
multiple surgical procedure payment reduction to the technical component of
multiple diagnostic imaging services is appropriate.

To determine whether CMS’s assertion that the direct practice expense input data
used under the physician fee schedule do indeed support the proposed 50 percent
reduction in technical component payments, the ACC conducted its own analysis
of the clinical labor, supply, and equipment inputs associated with the CPT codes
within Family 2 (CT and CTA of Chest/Thorax/Abdomen/Pelvis) and Family 4
MRI and MRA of Chest/Abdomen/Pelvis). Results of that analysis follow.

Clinical labor

CMS identified the following activities as those are not repeated when multiple
imaging services are performed during the same session:

Greeting the patient

Positioning and escorting the patient
Providing education and obtaining consent
Retrieving prior exams

Setting up the IV

Preparing and cleaning the room.

According to the process the Practice Expense Advisory Committee (PEAC)
established for determining clinical labor time, the activities CMS enumerates as
not repeated occur during the pre- and post-service periods. Our analysis of the
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direct practice expense inputs found that, within Family 2, clinical labor costs
associated with pre- and post-service activities average 0.99percent of total direct
practice expenses. Pre- and post-service clinical labor account for a mean of
0.65percent of direct practice expenses for the codes in Family 4. Clearly, these
data document minimal clinical labor cost savings when multiple procedures
within Families 2 and 4 are performed during the same session.

Supplies
The proposed rule also outlines CMS’s assumption that additional supplies, with

the exception of film, are not used when more than one imaging procedure within
a family is performed. If this were the case we would expect to see little variation
in supply costs within a family since supplies of the same type and in the same
amount would be used for each procedure. Examination of the practice expense
data for Family 2 shows that supply costs range from a low of $10.36 for CPT
74150 to a high of $55.88 for CPT 75635. Within Family 4, supply costs range
from $12.02 for 72195 to $28.62 for 72197. The variation suggests that, although
certain basic supply items (for example, patient gowns, gloves, and examination
table paper) are used for all the procedures within a family, some procedures do
require additional, more expensive supplies. However, even CMS’s assumption
that no additional supplies other than film would be required to perform an
additional procedure were valid, actual savings on supplies would be small.
Supplies account for an average of 7percent of direct practice expenses in Family
2 and 4percent in Family 4.

Equipment

The cost of purchasing and maintaining expensive medical equipment accounts
for the vast majority of practice expenses associated with diagnostic imaging
procedures — an average of 83percent of total direct costs in Family 2 and an
average of 89 percent in Family 4. CMS states in the proposed rule that
“equipment time... [is] allocated on the basis of clinical staff time and... should
be reduced accordingly.” Since, as noted above, the clinical staff activities CMS
identified as those not duplicated when multiple procedures are performed
account for a very small proportion of clinical staff time for the procedures in
Families 2 and 4, it seems unlikely that equipment time and, thus, equipment cost
would be reduced significantly.

The ACC acknowledges that some savings in physician practice expenses may be
achieved when multiple diagnostic imaging procedures are performed on
contiguous body parts. However, our analysis of the same data CMS used to
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support its decision leads us to conclude that an accurate estimate of the savings
in the physician office setting would fall far below 50 percent,

The Practice Expense Advisory Committee (PEAC) invested considerable effort
in establishing standard times for common clinical staff activities (e.g., greeting
the patient, cleaning the room), as well as basic supply packages for similar types
of services. Analysis of these standard times and supply packages might provide a
more valid basis for a multiple diagnostic imaging payment reduction than does
application of a policy developed for surgical services. We urge CMS to conduct
a more careful analysis of this issue before implementing a policy that may
significantly affect physicians’ ability to provide diagnostic imaging services in
the office setting.

Nuclear Medicine Services and Supplies

CMS proposes to include nuclear medicine services and supplies in the definition
of radiology services subject to the Stark restrictions on physician referral. If
implemented, the designation would mean that physicians could no longer refer
patients for nuclear medicine supplies and services to facilities with which they or
family members have a financial relationship.

The ACC neither supports nor opposes the revision of the definition of radiology
services to include nuclear medicine services and supplies. We were pleased to
note that CMS has stated that exemptions for in-office ancillary services and rural
areas remain in force and will, of course, apply to nuclear medicine services.
Maintaining the in-office ancillary exemption is essential to maintaining Medicare
patients’ access to high-quality, efficient imaging services.

CMS also acknowledges that its previous guidance on this issue may have led
physicians to invest in nuclear medicine facilities. Physicians who, in good faith,
entered into currently legal business arrangements with facilities providing
nuclear medicine services should receive some consideration in implementation
of this policy change. The regulatory timeline for the physician fee schedule does
not provide adequate advance notice for physicians to divest themselves of what
may be very complex business relationships and to arrange alternative sources of
care for their patients. The ACC encourages CMS to provide either an exemption
or delayed effective date for arrangements already in place when the proposed
rule was published.
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The College is troubled by the assumption underlying CMS’s justification for
including nuclear medicine services under the self-referral prohibition: that rising
volume of imaging services reflects inappropriate overutilization motivated by
physicians’ financial self-interest. We disagree. There are multiple, complex
factors affecting the growth in the volume of imaging services under Medicare
Part B. These include, among others:

Advances in imaging technology

Substitution of non-invasive diagnostic imaging tools for invasive

diagnostic procedures

Changing Medicare beneficiary demographics

Movement of imaging procedures from the hospital to the outpatient

setting.

The ACC is a founding member of the Coalition for Patient Centered Imaging
(CPCI), a group of professional medical specialty organizations that has joined
together to ensure patient access to high quality, timely, and effective in-office
imaging services. Please refer to CPCI’s comments on the proposed rule for a
more detailed discussion of the factors affecting utilization of imaging services
under Medicare Part B in greater depth.

SGR

The ACC is disappointed that CMS has failed to respond to requests from the
physician community and members of Congress to implement its administrative
authority to remove the cost of physician-administered drugs from the calculation
of actual expenditures from the update adjustment factor (UAF) component of the
SGR system. Including the cost of physician-administered drugs in the UAF
formula is inappropriate. Price increase is a major contributor to increases in
spending on physician-administered drugs. Physicians have no control over these
price increases. In addition, CMS includes drug costs in actual expenditures, but
cannot account adequately for those costs in setting targets for allowed
expenditures. This contributes to the failure of the SGR system to set realistic
targets for physician spending.

Most other components of the SGR system are established in statute, and thus, are
beyond CMS’s control. We believe, though, that CMS does have the authority to
remove drug costs from the formula both prospectively and retroactively. This
action would facilitate enactment of a more comprehensive remedy by producing
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a more moderate and realistic estimate of the cost of a fundamental solution to the
SGR system.

CMS solicited input on ways to ensure that physicians are paid adequately and
that Medicare pays only for necessary and beneficial care. The ACC is pleased
that CMS has initiated a dialogue with the physician community about
measurement and reporting of physician performance and quality care. The
College is well-positioned to assist CMS in this effort. The ACC-National
Cardiovascular Data Registry (NCDR) operates confidential quality measurement
programs for cardiac and vascular facilities. We have also begun the process of
developing criteria for the appropriate use of selected cardiovascular services. The
ACC welcomes the opportunity to share our experience in these ventures with
CMS as the agency works to strengthen quality measurement and reporting in the
Medicare program.

Recognizing the high level of interest among both private and public sector payers
in pay-for- performance or value-based purchasing programs, the ACC recently
developed and approved a set of principles against which the College will
evaluate any pay-for-performance/value-based purchasing proposals. A brief
summary of these principles follows.

Any pay-for-performance program should be:

» Built on evidence-based, well established and proven performance

measures.

¢ Provide adequate incentives for investments in structure, best practices,
and tools that can lead to improvement and high quality care.
Reward process, outcome and improvement, and sustainability.
Assign attribution of credit for performance to physicians in ways that
are credible and encourage collaboration.
Favor the use of clinical data over claims based data.
Set targets for performance through a national consensus process.
Address appropriateness.
Not be punitive.
Audit performance measure data.
Establish transparent provider rating methods.
Not create perverse incentives nor adverse consequences.
Invest in outcomes and health services research.
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We would be happy to provide CMS with more information about the College’s
pay-for-performance principles.

Thank you for the opportunity to comment upon this proposed rule. The ACC
appreciates CMS’ continued willingness to work cooperatively with the physician
community to strengthen the Medicare program and improve care for Medicare
beneficiaries. Please feel free to contact Rebecca Kelly, ACC’s Director of
Regulatory Affairs at 301-498-2398 or rkelly@acc.org with any questions.

Sincerely,

Gl S

Pamela Douglas, MD, FACC
President
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September 28, 2005 507-284-2511

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, Maryland 21244-8017

We appreciate the opportunity to comment on the Proposed Rule of August 8, 2005 regarding
changes to the Physician Fee Schedule for calendar year 2006. We offer the following
comments for your consideration.

TEACHING ANESTHESIOLOGISTS

F. Payment for Teaching Anesthesiologist

Allowing teaching anesthesiologists to identify the critical portion of the anesthesia service and
provide concurrent anesthesia teaching services will appropriately align teaching physician
reimbursement methods with other teaching surgeons and medical physicians. Teaching
anesthesiologists should be reimbursed at 100% of the physician fee schedule for supervision of
concurrent anesthesia cases when the critical portions do not overlap. As with other teaching
services, the teaching anesthesiologist would identify and be involved in the critical portion of
the anesthesia service.

When more than two concurrent cases are provided, the teaching anesthesiologist will continue
to bill under medical direction or supervision as appropriate. We believe this consistent
mechanism of reimbursement will allow teaching anesthesiologists fair and equitable
reimbursement.

MULTIPLE PROCEDURE REDUCTION

J. Multiple Procedure Reduction for Diagnostic Imaging

CMS states that under the resource-based practice expense (PE) methodology, specific PE inputs
of clinical labor, supplies and equipment are used to calculate PE relative value units (RVU)
such as:

Greeting the patient

Positioning and escorting the patient
Providing education and obtaining consent
Retrieving prior exams

Setting up the IV

Preparing and cleaning the room
Technician time to perform the exam

CMS states they do not believe these same inputs are needed to perform multiple procedures on
the same day. CMS is proposing a 50 percent reduction in the technical payment for these
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services although CMS presents no hard data that would support a 50 percent reduction for
radiology other than that there is some duplication of effort and “potential” savings. Prior to
implementing such a drastic reduction in payment for these services, we recommend that CMS
conduct a valid study to measure the time savings and practice expense reduction involved in
performing multiple procedures within each of these families. We see no solid justification for a
50 percent reduction in reimbursement. Instead, CMS is basing this decision on
recommendations from MedPAC. MedPAC states that there are savings in clerical time,
preparation and supplies when patients have multiple studies of the same modality performed on
contiguous body parts. MedPAC goes on to state that since CMS has a policy of reducing
payment for multiple surgical procedures; they should have this same policy for radiology
imaging services. To compare radiology imaging services to surgical services is not a reasonable
comparison. The savings on multiple surgical services can be tied directly to the timesaving
related to the surgical opening and closing of the patient. To what extent this is true for the
radiology services listed is unknown.

We would argue that the work effort involved for the technologist does not change significantly
when doing multiple areas. For example, if a CT of the pelvis follows a CT of the abdomen, the
work effort for the technologist is not reduced. It takes just as much time to scan two separate
areas (pelvis and abdomen) on one patient having both areas as it does for two patients scanned
for cach area. The question becomes of the total work time how much does each of the
components contribute the overall PE for the technical component of these radiology services
and does it vary across families of codes.

For example, in ultrasound we find that in some situations clinical labor activities do require
duplication of work depending upon the scenario. We would like to comment on each of the
above clinical labor activities and why we feel Medicare’s assumptions are incorrect.

1. Greeting the patient: There are situations where two different sonographers may greet
the patient. With the current national shortage of sonographers this may be more
common than believed, Scenario: A male sonographer takes the next patient to be
scanned. The patient is a female. The exams ordered are a pelvis complete or limited
and a transvaginal ultrasound. The male sonographer completes the trans abdominal
pelvis ultrasound and asks a female sonographer to complete the transvaginal exam.
In this case two different sonographers would greet the patient.

2. Positioning and escorting the patient: nearly every combination of exams listed in
Family 1 results in repositioning the patient and/or the table. Scenario: The primary
care physician orders an ultrasound of the pelvis and a transvaginal ultrasound. The
pelvis ultrasound is performed in the supine position. Performing the transvaginal
ultrasound requires getting the patient up, reconfiguring the table and using stirrups.

3. Providing education and obtaining consent: We agree that obtaining consent is not
duplicated for subsequent imaging when performing muitiple procedures. However,
prior to and during each separate exam, the sonographer provides a full explanation
(education) of the procedure to the patient.
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4. Retrieving prior exams: We agree that retrieving of prior exams for multiple
procedures requires very little or no additional clinical labor activity. However, we
would like to point out that each prior exam must be thoroughly reviewed by the
sonographer resulting in additional clinical labor activity. This review includes
images from other modalities, which further compounds the amount of activity
necessary when multiple procedures are performed.

5. Preparing and cleaning the room: Again, we disagree with Medicare’s statement that
this activity is not duplicated with multiple procedures. Any procedure performed in
combination with a transvaginal ultrasound requires the following:

a. additional table preparation for the transvaginal exam (e.g. stirrups);

b. the sonographer leaves the room to retrieve a transvaginal probe.
Transvaginal probes must be disinfected and JCAHO policy dictates that
probes disinfected with Cidex must be stored outside the exam room.

Also, scanning time for multiple ultrasound exams performed on contiguous body parts is equal
to the same exams performed in a single session. Furthermore, we believe that scanning time
makes up the vast majority of the clinical labor activities of ultrasound procedures. This could
vary depending on the family of codes. For example, CT scans and ultrasound scans and MRI or
MRA scans might vary considerably affecting cost in each of these component parts. It is for
this reason that we strongly oppose an across the board reduction of 50 percent for these
SErvices.

Lastly, CMS has also listed codes within families that are already edited for unbundling. For
example, performing a CT without dye and then performing a CT with dye should be billed
under the code for CT with and without dye as recommended by American Medical Association
Current Procedural Terminology coding. It is a misconception that these would be billed
separately because Medicare already requires that the two codes be bundled into the most
expensive code under the Correct Coding Initiative edits.

Thank you for the opportunity to comment on the proposed rule. Please feel free to contact
either Brenda Mickow at (507) 284-1871 or me at (507) 284-4627, if you have any questions.

Very truly yours,

Ronald W. Grousky E g

Medicare Coordinator
Mayo Clinic

RWG/rpv

cc: Brenda Mickow

L/dept/sal/sal/rwg/ltr/PFS comment 2005
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

Reference: TEACHING ANESTHESIOLOGISTS

To Whom It May Concern:
SCHOOL OF MEDICINF‘ I am a member of the faculty of the Department of Anesthesia, Indiana University
School of Medicine, a position | have held for a number of years. During this
time | have cared for some of the most critically ill patients in the state and have
helped educate the next generation of anesthesiologists. Indiana University
Department of Anesthesia is the only anesthesia residency program in the state,
and approximately seventy-five percent of the anesthesiologists practicing in
Indiana were educated by this program.

in the past few years, there has been a steady decline in the health of academic
anesthesia, now reaching the point where it is vital that something be done. The
financial health of these programs is poor due to the low levels of reimbursement.
Teaching institutions shoulder the largest share of Medicaid patients and are also
penalized since 1996 by concurrency rules for their care of Medicare patients.
The income of teaching anesthesiologists across the Nation averages 50-60% of
that of the private practice anesthesiologist, despite comparable work hours and
the added responsibilities of teaching young physicians. As a result, many
anesthesiologists have been driven out of the academic setting and into private
practice. This has resulted in the closure of several residency programs in
recent years. Now there is a national shortage of anesthesiologists, coupled with
a growing demand for their services fueled by our aging population.

This very serious situation would be greatly helped by the elimination of the
concurrency rules for teaching anesthesiologists which reduces payment when
an anesthesiologist supervises more than one resident. The anesthesiologist is
the only acute care physician penalized in such a way. For example, if a surgeon
performs an operation with a resident in one operating room (and is present for
all the key parts of the procedure), then begins surgery on a second patient
{while the resident finishes the first procedure), the surgeon is paid the full
surgical fee for both patients. In contrast, teaching anesthesiologists are
reimbursed at a reduced rate even though they perform the pre-anesthetic
examination and evaluation, prescribe the anesthetic plan, personally participate
in the most demanding procedures of the anesthetic included induction and
emergence, monitor the course of anesthesia administration at frequent intervals,
remain physically present and available for immediate diagnosis and treatment of
emergencies, and provide indicated post-anesthesia care for each patient.

This rule is both inequitable and unwise, and will ultimately lead to a continuing
shortage of anesthesiologists, to the detriment of American patients.
DEPARTMENT OF ANESTHESIA [ urge you, in the strongest possible way, to correct this discriminatory policy

Fesler Hall 204 against teaching anesthesiologists, relative to other teaching physicians.

1120 SOUIh Drive Sincerel
Indianapolis, IN W ~< / S
46202-5115 Kenneth Haselby, M.D. )
AssociateProfessor of Clinical Anesthesia

317-274-0275
FAX: 317-274-0256
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e IC enter West Hospital, 7-N-105
In the tradition of the Medical College of Virginia ' 1200 East Broad Street
September 28, 2005 P{. Box 380635
Richmond, Virginia 23298-0695
Mark McClellan, M.D., Ph.D. 804 828.9160
Administrator Fax: 804 928 8300
Centers for Medicare and Medicaid Services TDD: 1-800-828-1120

Department of Health and Human Services

Stg\: gMSé; ‘1522-PIT eaching Anesthesiologists Carlos U, Avancibia, MD
. OX Professor and Chairman

Baltimore, MD 21244-8017

Dear Dr. McClellan:

| have been an anesthesiologist for more than 27 years and | have served as the Chairman,
Department of Anesthesiology, Virginia Commonwealth University, since 2000. | have spent my
professional life dedicated to academic medicine and | have seen many changes and lived
through many periods of uncertainty. However, | am forced to write to you now because | believe
that our specialty will be irrevocably damaged if the Centers for Medicare and Medicaid Services
(CMS) do not change the Medicare anesthesiology teaching payment policy.

Our department includes 32 anesthesiologists, 33 residents and 29 nurse anesthetists. We
provide anesthesia care to more than 20,000 patients per year, 28% of them are Medicare
recipients and 156% Medicaid recipients. We are the safety net of our community and we are very
proud of our mission. However, we are reimbursed at the rate of $16.97 per ASA unit, which
places us below the 20th percentile nationally. In order to maintain the services required from us,
our hospital is subsidizing in excess of 45% of our expenses, and we are having an increasing
problem recruiting and retaining personnel because we are not competitive in cur market. Our
hospital is diligently working to maintain our commitment to the city and the Commonweaith, but |
do not believe that we will be able to sustain our efforts unless there is a change in the CMS
teaching rules.

An internist may supervise residents in four overlapping outpatient visits and coliect 100% of the
fee for each when certain requirements are met. A surgeon may supervise residents in two
overlapping operations and CMS will pay 100% of the fee for each case. However, since 1695
the teaching anesthesiologist who supervises two residents in those same two overlapping cases
will collect only 50% of the Medicare fee. This penaity is unfair, unreascnable and discriminates
against our specialty. Correcting this inequity will go a long way toward assuring the application
of Medicare's teaching payment rules consistently across medical specialties and towards
assuring that anesthesiology teaching is reimbursed on par with other teaching physicians. | urge
you to end the payment penalty for teaching anesthesiology.

Si

Caftos W Arancibia, M.D.
Professor and Chairman
Department of Anesthesiology

an egual ppportun-y;atimalie aclon ufivelsiry
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September 22, 2005

Dr. Mark B. McClellan

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

I was the sponsor of the original medical nutrition therapy benefit bills in the mid 90s and
cosponsor of the 1999 bill that eventually became law, as Section 105 of PL 106-544,
entitled “Coverage of Medical Nutrition Therapy Services for Beneficiaries with Diabetes
and Renal Disease”.

As you review the rule pertaining to medical nutrition therapy benefits, please be aware
of Congress’ intent that payment be sufficient to provide access to care for the
beneficiaries of the service. Establishing a zero work value for nutrition therapy severely
limits access to these services and thus subverts the intent of the law.

I have reviewed the comments of Midtown Nutrition Care and would ask that they be
given every consideration as the rule in question is reviewed.

5 Iy,

L]

E. Serrano
ember of Congress
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MIDTOWN NUTRITION CARE
119 WEST 57™ STREET—SUITE 1414
NEW YORK, NY 10019
(212) 333-4243

September 22, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Proposed Rule, Medicare Program: Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2006

Specific Re: Impact of Proposed Elimination of Nonphysician Work Pool on Medical
Nutrition Therapy Services (CPT 97802-4)

Specific CMS Language: “We recognize that there are still some outstanding issues that
need further consideration, as well as input from the medical community. For example,
although we belicve that the elimination of the nonphysician work pool would be, on the
whole, a positive step, some practitioner services, such as audiology and medical
nutrition therapy, would be significantly impacted by the proposed change....We,
therefore, welcome all comments on these proposed changes...” Federal Register,
August 8, 2008, p. 45777

Dear Sir or Madam:
Midtown Nutrition Care respectfully submits the following comments that will show how

CMS may not only avoid any negative impact on medical nutrition therapy services, but
also increase access to these important preventive medicine services.

1. August4, 1995, 104" Congress, 1* Session, Representative Serrano introduced the
first medical nutrition therapy bill, HR 2247, “Medical Nutrition Therapy Act of 1995”.
Relevant reimbursement language was “...the amount paid shall be 80 percent of the
lesscr of the actual charge for the services or ng_by_{ggmm

: arapraph.” [emphasis supplied}

2. luly 17, 1996, 104" Congress, 2™ Session, Senator Bingaman introduced S 1964.
“Medical Nutrition Therapy Act of 1996”. Relevant reimbursement language was “. . .the
amount pmd shall be 80 perccnt of the lesser of the actual charge for the services or ﬂm

» [emphaeus supplled]
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3. January 7, 1997, 105® Congress, 1* Session, Representative Serrano introduced HR
288 “Medical Nutrition Therapy Act of 1997". Relevant reimbursement language was
...the amount pmd shal] be 80 pement of the lesser of the actual charge for the services

[emphas:s supphed}

4. June 24, 1997, 105" Congress, 1* Session, Senators Craig and Bingaman introduced S
Amdt 454, which became Section 5105 of PL 105-33, “Study on Medical Nutrition
Therapy Services.” It provides “(a) Study: The Secretary of Health and Human Services
shall request the National Academy of Sciences, in conjunction with the United States
Preventive Services Task Force, to analyze the expansion or modification of preventive
benefits provided to medicare beneficiaries under title XVIII of the Social Security Act to
include medical nutrition therapy services by a registered dietitian. (b) Report: (1) Initial
report: Not later than 2 years after the date of the enactment of this Act, the Secretary
shall submit a report on the findings of the analysis conducted under subsection (a) to the
Committee on Ways and Means and the Committee on Commerce of the House of
Representatives and the Committee on Finance of the Senate. (2) Contents: Such report
shall include specific findings w_ith respect to the expansion or modification of coverage
of medical nutrition therapy services by a registered dietitian for medicare beneficiaries
regarding—(A) cost to the medicare system; (B) savings to the medicare system; (C)
clinical outcomes; and (D) short and long term benefits to the medicare system. (3)
Funding: From funds appropriated to the Department of Heath and Human Services for
fiscal years 1998 and 1999, the Secretary shall provide such funding as may be necessary
for the conduct of the analysis by the National Academy of Sciences under this section.”

5. March 18, 1999, 106® Congress, 1* Session, Representative Johnson, on behalf of
herself, Representative Serrano, and numerous others, introduced HR 118'7 , “Medical
Nutrition Therapy Act of 1999”. Relevant reimbursement language was “...the amount
pmd aha!l be 80 peroent of the lesser ofthe actual charge for the services orﬂm_mm

6. December 15, 1999, the Institute of Medicine of the National Academy of Sciences
issued its report, “The Role of Nutrition in Maintaining Health in the Nation’s Elderly,
Evaluating Coverage of Nutrition Services for the Medicare Population,” National
Academy Press, Washington, DC, 2000, ISBN 0-309-06846-0. Among its findings was:
“The registered dietitian is currently the single identifiable group of health professionals
qualified to provide nutrition therapy. It is recognized that other health care professionals
in particular fields may be qualified to provide nutrition therapy and should be considered
on an individual basis as a reimbursable provider.” (Page 272 of published report)

7. December 2000, 106" Congress, 2™ Session, Congress enacted PL. 106-554, which
contains Section 105, “Coverage of Medical Nutrition Therapy Services for Beneficiaries

with Diabetes and Renal Disease.” Relevant reimbursement language is “,..the amount
pald shall be 80 percent of the lesser of the actual cha:ge for the semm or &im_q{
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supphed] Other relevant Ianguage is: “The term medwal nutntmn lherapy services’
means nutritionsl diagnostic, therapy, and counseling services for the purpose of dwense
management which are furnished by a registered dietitian or nutrition professio

8. August 2, 2001, CMS published in the Federal Register its proposed rule for the
medical nutrition therapy benefit which was to become available on January 1, 2002.
Part of the proposed rule was “Payment for Medical Nutrition Therapy (§414.64).” It
states, in relevant part: “The statute specifically provides that medical nutrition therapy
semces may only be provnded by regnstzmd chetmans or nutnuon pmf essxonals We do

BlPA to mean that lf a phys:clan were to furmsh this service, that the service was
performed ‘incident to’ the physicians treatment plan and provided by a registered
dietitian or nutrition professional.” [emphasis supplied]

9. November 1, 2001, CMS published in the Federal Register its final rule. Among the
responses to the comments recewed was: “m&mmmmam

mmmmmm_g&mgsmm When s“ch services Wlth no Physlclan
work are performed by a physician, we do not establish a physician work RVU just

because the service was performed by a physician in that instance. Physicians will
occasionally meet the statutory qualifications to be considered a registered dietitian or
nutrition professional who can bill Medicare for medical nutrition therapy service. In
these circumstances, we will pay the physician 80 percent of 100 percent of the physician
fee schedule amount.... We initially anticipated that physicians would never bill
Medicare for medical nutrition therapy services because they generally would never meet
the statutory requirements to be considered dietitians or nutrition professionals. In this
circumstance, we agree that it seems unusual to apply a reduction for a service that
seldom would be furnished by a physician. However, we believe that the statute requires
that Medicare payment be based on the 85 percent level. We understand that, although
not common, there are physicians who do meet the statutory requirements to be
considered registered dietitians or nutrition professionals. In these circurnstances, our
payment the physician wiil be based on 100 percent of the physician fee schedule
amount, not the 85 percent that we will pay to a registered dietitian or nutrition
professional.” [emphasis supplied] (Page 55279 of 2001 Federal Register)

10. Eadier in the final rule CMS states: “The American Dietetic Association (ADA) and
many individuals submitted comments concerning the proposed reimbursement rate for
medical nutrition therapy services. They stated that the proposed reimbursement rate for
these services is too low and would result in limited beneficiary access to these services
since private practice dietitians will chose not to participate....They believe that the
proposed rate for Medicare is far short of what was envisioned by the Congress....The
commentators also stated that any refinement of medical nutrition therapy values should
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be based on the underlying E/'M codes that they believe are the statutory basis for medical
nutrition therapy payment. While commentators acknowledge that physicians may
perform other tasks besides nutrition assessment, therapy and counseling during an office
visit, they belteve those additional services are the basis for the Congress’ instruction to
reimburse non-physician providers of medical nutrition therapy at 85 percent of the
amount physicians receive. The AMA’s Health Care Professionals Advisory Committee
(HCPAC) submitted 2 comment that suggested there should be physician work for
medical nutrition therapy. This group provides recommendations on valuing services for
codes used by non-physician providers....We have reviewed the statute and legislative
history. There is no indication that Congress envisioned a particular payment amount or
expected us to use an E/M service to determine the value of medical nutrition therapy.”
[emphasis supplied] (Page 55278 of 2001 Federal Register)

11. We agree that Congress probably did not envision a particular amount or particular
E/M service, but did Congress intend to pay nutritionists 85% of what a physician is paid
for administering chemotherapy or performing the technical component of a diagnostic x-
ray? Or did Congress intend to pay dietitians 85% of what it costs a physician to employ
a dietitian to provide the services? If Congress had intended to focus on a dietitian’s
work value, then why didn’t the law establish a separate fee schedule for dietitians (as
Medicare has for psychologists and as the 1995, 1996 and 1997 bills had envisioned)?

12. After the 1995, 1996 and 1997 bills by Representative Serrano and Senator Bingaman
that would have established a separate dietitian fee schedule, and after the 1997 Craig and
Bingaman amendment established a study to be made of “medical nutrition therapy
services by a registered dietitian”, what did Representatives Johnson, Serrano and others
intend when they introduced in March 1999 a bill that would have paid dietitians the
amount determined under the physician fee schedule for the same services if furnished by
a physician instead of pursuant to a separate dietitian fee schedule? And after the
December 1999 report by the National Academy of Sciences found the registered
dietitian to be the single identifiable group qualified to provide medical nutrition therapy
(although others may be gualified), what did Congress intend when they passed in
December 2000 a law that continued to determine payment not pursuant to a separate
dietitian fee schedule but by paying 85% (instead of 100% as in the Johnson bill) of the
amount determined under the physician fee schedule for the same services if performed
by a physician, and also defined the providers to be registered dietitians or other nutrition
professionals?

13. Could it possibly be that Congress intended by not having a separate dietitian fee
schedule that Congress meant to exclude physician work value? Or, is it at least as likely
that Congress intended to pay 85% of what a physician would be paid, including
physician work value, so as to insure that reimbursement would be fixed at a level that
would enable a sufficient number of dictitians to participate so that Medicare

a5
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beneficiaries would have access to this preventive benefit (and preventive benefits are
what Congress want all entitled beneficiaries to get so as to hold down costs over the long
term). The original sponsor of the medical nutrition therapy benefit and cosponsor of the
bill that eventually became the law has asked CMS to “...please be aware of Congress’
intent that payment be sufficient to provide access to care for the beneficiaries of the
service. Establishing a zero work value for nutrition therapy severely limits access to
these services and thus subverts the intent of the law.” (See copy of September 22, 2005
letter to CMS from Representative Serrano, attached as Exhibit “A™)

14. That the envisioned access has not been provided can be seen from the fact that prior
to passage the CBO estimated the annual cost of medical nutrition therapy services to be
$60 million, whereas only about $1 million per year has been spent annually since the
benefit became available in 2002. This represents visits by only about 250,000
beneficiaries out of an estimated 8 million plus beneficiaries with diabetes and renal
disease (the two conditions for which Medicare currently provides medical nutrition
therapy benefits). Only about 10% of dietitians (7,000 out of 65,000 nationwide) have
become Medicare providers, compared with over 90% of physicians. Journal of the
Americag Dietetic Association, June 2005, p. 990 (copy, along with p.995, footnote
references, attached as Exhibit “B”).

15. There is a lengthy discussion in the November 1, 2001 final rule (Pages 55278-80 of
2001 Federal Register) stating that work value should not be included because medical
nutrition therapy services do not involve medical histories, physical examinations or
medical decisions, or the use of medical equipment and supplies and clinical personnel
involved in most evaluation and management services by physicians. However, the
evaluation and management code to which the medical nutrition therapy codes was
compared for the basis of valuation is Preventive Medicine Service Counseling and/or
Risk Factor Reduction Intervention (CPT Code 99401) which, unlike most evaluation and
management codes, does not generally involve medical histories, physical ¢xaminations
or medical decisions, or the use of medical equipment and supplies and clinical
personnel! (A copy of the CPT"s entire Preventive Medicine Services section, 2 pages, is
attached as Exhibit “C”.)

16. We think the reason CMS did not notice that CPT Code 99401 does not generally
involve these components is because 2 interrelated points had been raised in comments to
the proposed rule. First that CMS should compare the 15-minute medical putrition
therapy code CPT 97802 to the 15-minute office visit code CPT 99213, rather than to the
15-minute preventive medicine counseling code CPT 99401; and second that 2
physician’s work value should be included in valuing medical nutrition therapy services.
Therefore, it was natural for CMS to look at the medical history, physical examination,
medical decision, medical equipment, medical supplies and clinical personnel
cotmponents of CPT Code 99213, and not notice that these components are generally
lacking in CPT Code 99401. (Attached as Exhibit “D” is a copy of the entire final rule
“Payment for Medical Nutrition Therapy” discussion, pp. 55278-55281.)

17. Because CPT Code 99401 does not generally involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and

a6
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clinical personnel, the vatuation of CPT Code 99401 is aiready significantly lower than
other 15-minute evaluation and management service codes that involve these
components, see 2005 Relative Value Units for the following codes (Pages 66666, 66668
and 66671 of 2004 Federal Register):

15-minute Nop-facility . Non-facility
Code .  WorkRVU Practice Expense RVU MalpracticoRVU Total .

99213 0.67 0.69 0.03 1.9
99241 0.64 0.64 0.05 133
99401 0.48 0.62 0.61 1.11

97802 0,00 0.47 0.01 0.48
{Med Nutrition :
Therapy)

18. The discussion by CMS that stated that work value should not be included because
medical nutrition therapy services do not involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and
clinical personnet was set forth for the first time in the final 2001 rule, and not in the
proposed 2001 rule. Therefors, CMS was unable to receive comments that might have
pointed out that CPT Code 99401 also does not generally involve medical histories,
physical examinations or medical decisions, or the use of medical equipment and supplies
and clinical personnel (so while the lack of these components may be a good reason for
cross walking the medical nutrition therapy codes to CPT Code 99401, rather than to
CPT Code 99213, it is not & good reason to disregard physician work value).

19. However at this time CMS can take notice that CPT Code 99401 does not generally
involve medical histories, physical examinations or medical decisions, or the use of
medical equipment and supplies and clinical personnel, and therefore could (and should)
continue the comparison to CPT Code 99401, but ytilize the CPT Code 99401 work
value, plus the CPT Code 99401 practice and malpractice expense RVUs for valuing the
medical nutrition therapy codes (and then paying & physician 80% of 100%, and a
dietitian 80% of 85%, of the total of these 3 values). This would be analogous to the
payment of physician assistants and nurse practitioners 80% of 85% of CPT Code 99213
or other evaluation and management services that, as appropriate for their practice,
contain medical history, physical examination, medical decision, medical equipment,
medical supplies and clinical personnel components. And this would allow a physician
who is also a dietitian to be paid appropriately (80% of 100%) for medical nutrition
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therapy services since a physician cannot otherwise use CPT Code 99401 because while
it has been valued, CPT Code 99401 is a noncovered service for which Medicare
payment may not be made. (Page 66671 of 2004 Federal Register; Page 45999 of 2005
Federal Register)

20. As in the 2001 final rule, the valuation of the 15-minute individual medical nutrition
therapy Code 97803 should continue to be the same as the valuation of the 15-minute
individual medical nutrition therapy Code 97802; and the valuation of the 30-minute
group medical nutrition therapy Code 97804 should continue to approximate the hourly
valuation of the individual medical nutrition therapy codes based on an assumption of an
average of 5 patients in a group (that is, each RVU value for the 30-minute group
increment should be determined by multipiying the corresponding RVU value for the
individual 15-minute increment by 2, then dividing by 5).

21. Unlike the issue of medical history, physical examination, medical decision, medical
equipment, medical supplies and clinical personnel components, which was raised for the
first time in the 2001 final rule, the issue of whether the two individual 15-minute codes
would be valued the same or differently was fully discussed in the 2001 proposed rule, in
comments thereto, and in the final rule, which stated as follows: “We have reviewed the
payments for CPT codes 97802 and 97803 and agree with the commentator that these two
codes should have the same values. The essential difference between an initial and .
follow up medical nutrition therapy service is the time spent performing the service.
Initial visits will be longer than follow-up visits and will likely involve Medicare
payment for more increments of service. We will pay less for follow up visits because
they will typically involve fewer 15 minute increments of time than an initial visit. The
payment rate we are establishing in this final rule for CPT code 97803 will be the same as
the proposed rate for CPT code 97802. We have also changed the payment rate for CPT
code 97804 assuming that the code will normally be billed for 4 to 6 patients with the
average of 5. Using the revised values, the payment rate for group medical nutrition
therapy would approximate the hourty rate paid for other medical nutrition therapy
services.” (Page 55281 of 2001 Federal Register)

22. That reasoning was sound in 2001 and remains sound, and shouid continue to be
followed, rather than create a 0.01 less RVU for CPT code 97803 as proposed at Page
45997 of the August 8, 2005 Federal Register.

Qur Practice

23. Our group practice, Midtown Nutrition Care, has seven full-time Registered
Dietitians who see approximately 700 patients per month, about 1/3 of which have
diabetes or kidney disease.

24, We are providers for all the major commercial insurance companies in our area.
These currently pay an average of $42.53 per 15-minute increment for CPT Codes 97802
and 97803 (which codes are valued equally by the commercial insurers we bill these
codes). Copies of explanations of benefits (with patient identifiers deleted), which show
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these amounts to be $50, $44.80, $40.32 and $35 per 15-minute increment, are attached
as Exhibit “E”.

25. Because Medicare currently pays only about $18 per 15-minute increment for our
geographical area, which is one of the highest in the nation (and would be reduced an
additional 10% under the proposed 2006 physician fee schedule) we cannot afford to see
Medicare patients and none of us has become a Medicare provider. We therefore tum
away a couple of Medicare patients per day and most of these patients are unable to
obtain medical nutrition therapy services because virtually none of the private practice
nutritionists in our area accept Medicare.

26. Iif payment for the 15-minute increment were to a little more than double as proposed
above it would ronghly equal the average we are receiving from commercial insurance
companies in our area and we would all become providers and accept Medicare. Based
on my experience as co-reimbursement chair for the New York State Dietetic Association
1 also believe that the vast majority of private practice nutritionists in my area and
nationwide would do likewise. Therefore, if the above proposal is followed it will not
only avoid any negative impact from the elimination of the nonphysician work pool, it
will also provide appropriate access to care for all Medicare beneficiaries entitled to these
services.

Sincerely yours,

C~—7

Robert Howard, RD, JD
Managing Partner
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T Congress of the Tnited States ™ omoma
b s Bouse of Representatives p—
o Washington, BE 20515-3216 PP,
Nt e vesoun
MMTMIM COimn'l! ¢

September 22, 2005

Dr. Mark B. McClellan

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.0.Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

1 was the sponsor of the original medical nuirition therapy benefit bills in the mid 90s and
cosponsor of the 1999 bill that eventually became law, as Section 105 of PL 106-544,
entitled “Coverage of Medical Nutrition Therapy Services for Beneficiaries with Diabetes
and Renal Disease”.

As you review the rule pertaining to medical nutrition therapy benefits, please be aware
of Congress’ intent that payment be sufficient to provide access to care for the
beneficiaries of the scrvice. Establishing a zero work value for nutrition therapy severely
limits access to these services and thus subverts the intent of the law.

I have reviewed the comments of Midtown Nutrition Care and would ask that they be
given every consideration as the rule in question is reviewed.

BE. Serrano

ber of Congress

i}(."‘% R/7 “F"
¢ PAGE
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mation packets, mestinge and confer-
ence calls, and support developing
language that deacribe MNT services
provided by RDa as a component of
the CCI program.

MEDICARE ADVANTAGE

Medicare+Choice will be replaced
with Medicare Advantage effective
January, 2006. CMS announced on
December 6, 2004 that there will be
268 Medicare Advantage regions es-
tablished acroes the nation for health
insurance plans wishing to partici-
pate in the new program. Participat-
ing health insurance plans will be re-
quired to service the entire region.
Each Medicare Advantage regional
plan will have a network of providers
whe agree to contractually apecified
reimbursement levels for covered
benefita.

The intent of this new provision is
to have traditional fee-for-service
Medicare compete head to head on
prices with private insurance compa-
nies. In order to gain sufficient sup-
port to pass the bill, this new provi-
gion i8 B 6-year demonstration
program in up to six standard metro-
politan statistical areas (SMSAs).
Private insurers will be able to begin
bidding to serve Medicare beneficia-
ries in regions beginning in 2006.
Payment rates would be based on a
blended average of the bids. The tra-
ditional Medicare system will com-
pete with private plans in selected
SMSAs beginning in 2010. There are
significant incentives in the new law
to encourage private insurance com-
panies to participate in this program.

How the Medicare Advantage pro-
gram affects utilization of the Medi-
care MNT coverage, and the two new
programs that include MNT benefits,
remaing to be seen. There is the pe-
tential for significant growth in MNT
services, According to the proposed
rules released by CMS, beginning in
2008, the Medicare Advantage pro-
gram will have to “enrich the range of
benefit choices available to enrollees,
including not only improved prescrip-
tion drug benefits, but alsc other ben-
efits not covered by traditional Medi-
care, and the opportunity to share in
savings where plans can deliver ben-
efits at lower costs” (78).

990  June 2005 Yolume 105 Number 6

MEDICARE MNT'S IMPACT ON PRIVATE
INSURANCE PLANS' COVERAGE
ADA researchers conducted an envi-
ronmental scan in 2002 to determine
if the MNT benefit (which went into
effact Januery 1, 2002) had increased
the coverage of nutrition services pro-
vided by RDs within private insur-
ance or health care plans. While the
scan is not representative of all man-
aged care organizations or the health
care marketplace, a positive change
in coverage was noted since 1999,
when a beachmark was set {79). The
in coverage of dietetic services
are attributable to a number of fac-
tors: costs, consumer demand, and
recognition of MNT, the availability
of data on the effectiveness of nutri-
tion interventions, and new tools such
as codes that allow direct reimburse-
ment to dietstic professienals. Dietet-
ics professionals may find an increas-
ingly receptive environment for their
knowledge and skills, and involve-
ment in disease management ser-
vices, as more private sector plans re-
ported contracting with RDs for
nutrition services. Additionally, sev-
eral plans in the 2002 scan indicated

"they follow Medicare’s lead in adopt-

ing CPT codes.

MEDICARE MNT UTILIZATION RATES
During the first year of Medicare
MNT coverage under Medicare, 4,125
individuals enrolled as MNT pro-
viders and billed approximately
$800,000 for individual and group
MNT services (80). (When Congress
was considering the MNT bill in 2000,
it was estimated that a scaled-down
MNT bill establishing coverage to-
beneficiaries with diabetes, cardio-
vascular disease, andfor renal dis-
eese, would cost a litile iess than $1°
billion per year [81].) Recent CMS
data indicates nearly 7,000 registered
dietitians or licensed nutrition profes-
gionals have enrolled as providers of
MNT (82). Only 211,000 Medicare
beneficiaries received MNT services
since the benefit’s inception, yielding
approximately $3.3 million of new
revenue for RDs.

Those are disappointing statistics
ingemuch that they indicate an un-
derutilization of the MNT benefit.
Based on estimates from the National
Diabetee Information Clearinghouse
and United States Renal Data Sys-
tem, approximately 8.8 million indi-

viduals (or 18.3%) at least 60 years
old are diagnosed with diabetes or
acute renal failure, making moat of
them eligible for MNT Medicare ser-
vicea (83). In terms of income poten-
tial to RDs, the CBO-projected $60
million annual cutlays for Medicare
MNT for diabetes and kidney disease
are far higher than the actuel $1 mil-
lion annual average. Data provided
by CMS indicate a amel] but growing
demand for Medicare MNT for diabe-
tee and kidney disease when bemefi-
ciaries obtain a referral by their phy-

How the Medicare
Advantage program
affects ufilization of

the Medicare MNT

coverage, and the
two new programs
that include MNT
benefits, remains to
be seen.

There are a number of reasons to
expect greater demand for Medionre
MNT servicen. First of all, the Medi-
care Modernization Act includes two
MNT components, one of which is the
Initia] Preventive Physical Examina-
tion, which went into effect Jamuary
1, 2006, The American Diabetes Asso-
ciation estimates that more than one-
third of Americana with diabetes do
not know they have the disease (84),
If the “Welcome to Medicare” physical
is successful in identifying people who
have diabetes but did not know it, the
utilization rate for MNT should show
a gignificant increase.

The chronic care provisions of the
Medicare Modernization Act also pro-
vide an opportunity for significant
growth in MNT utilization, becagse
MNT also is a component of that pro-
vigion. Currently, 78% of the Medi-
care population has one or more
chronic conditions that require ongo-
ing medical management (85). Almest
twa thirds (63%) have two or more
chronic conditions, and 20% of Medi-
care beneficiaries have five or more
chronic conditions (86). Therefore,
participating in Medicare’s new
chronic care disesse management
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99373—99380 Evaluation and Management

CPT 2004

99373 complex or lengthy leg, lengthy counseling session
" with anxious or distraught patient, detailed or
prolonged discussion with family members regarding
sacipusly ill patient, lengthy communication
necessary 10 coordinate complex sevices of savaral
diffarent health professionals working on ditferent
aspects of tha total patient care plan)

Care Plan Oversight Services

Care Plan Oversight Services are reporred separarely from
codes for office/outpatienc, hospital, home, nursing
facility or domiciliary services. The complexity and
approximate physician time of the care plan oversight
services provided within a 30-day period determine code
selection. Only one physician may repore services for a
given period of time, to reflect that physician’s sole or
predominant supervisory role with a particular patient.
These codes should not be reported for supervision of
patients in nursing facilitics or under the care of home
health agencies unless they require recurrent supervision
of therapy.

The work involved in providing very bow intensiry or
infrequent supervision services is included in the pre- and
post-encounter work for home, office/outpatient and
nursing facilicy or domiciliary visit codes.

99374  Physician supervision of a patient under care of home
health agency [patient not present) in home, domiciliary
of equivalent enviconment (eg, Alzheimer’s facility)
requising complex and multidisciplinary care modelities
involving regular physician developmant and/or ravigion
of care pians, review of subsequent reports of patient
statys, review of related |aboratory and other studies,
communication {including telephone calls) tor purposes of
assessment ar care decisions with health cara
professionalls). family members). surrogate decision
maker(s) (8g, legal guardian) and/or key caregiver(s)
involved in patiant’s care. integration of new information
into the medical treatment plan and/ar adjustment of
medical tharapy, within a calendar month; 15-23 minutes

99375 30 minutes or more

99377  Physician supervision of a hospice patient {patient not
prasent) requiring complex and multidisciplinary care
modalities involving regular physician development
and/or revision of care plans, review of subsequent
reports of patient status, review of refated laboratory and
ather studies, communication (including talephone callsh
far purposes of assessment or care decisions with health
care prefessionalis). family member(s), surrogate decision
maker(s| {eg, lega! guardiani} and/or key caregiver|s}
nvoived in patient’s care, integration of new information
into the medical treatment plan and/or adjustment of
medica! therapy, wethin 3 calendar month; 15-29 minutes

99378 30 minutes or more
uC (:
PAGCE /1 OF 1

99379  Physician supesvision of a nursing facility patient
{patient not present) requiring complex snd
multidisciplinary care modalities involving regular
physician development and/or revision of care plans,
review of subsequent reports of patient status, raview of
related laboratory and other studies, communication
lincluding telephone calls) for purposes of assessment or
care dacisions with health cars professionalfs], family
member{s), surrogata decision makeris) (sp. fegal
quardian] and/or key caregiver(s} involved in patient’s
care, integration of new information inta the medical
treatmant plan and/or adjustmeant of medical therapy,
within a calandar month; 15-23 minutes

93380 30 minutes or more

Preventive Medicine
Services

The following codes are used to report the preventive
medicine evaluation and management of infants,
children, adolescants and adults.

The extent and focus of the services will largely depend
on the age of the patient.

If an abnormality/ies is encountered or a preexisting
problem is addressed in the process of performing this
preventive medicine evaluation and management service,
and if che problem/abnormality is significant enough to
require additional work to perform the key compenents
of a problem-oriented E/M service, then the appropriate
Office/Outpatient code 99201-99215 should also be
reported. Modifier -25" should be added to the
Office/Qutpartient code ro indicate that a significant,
scparatcly identifiable Evaluation and Management
service was provided by the same physician on the same
day as the preventive medicine service. The appropriate
preventive medicine service is addidonally reporred.

An insignificant or trivial problem/abnormality that is ‘
encountered in the process of performing the preventive
medicine evaluation and management service and which
does not require additional work and the performance of
the key components of a problem-oricnted E/M service
should not be reported.

The “comprehensive” nature of the Preventive Medicine
Services codes 99381-99397 reflects an age and gender
appropriate history/exam and is NOT synonymous with
the “comprehensive” examination required in Evaluation
and Management codes 99201-99350.

Codes 99381-99397 include counseling/anticipatory
guidance/risk factor reduction interventions which are
provided at the time of the inidal or periodic
comprehensive preventive medicine examination. (Refer
1o codes 99401-99412 for reporting those
counseling/anticipatory guidance/risk factor reduction
interventions that are provided at an eacounter separate
from the preventive medicine examination.)

28 © =Modifier 51 Exempt W or > 4=New or Rovised Text  # =Add-on Code
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[mmunizations and ancillary studies involving laboratory,
tadiology, other procedures, or screening tests identified
with a specific CPT code are reported separately. For
immunizations, see 90471-90474 and 90476-90749.

New Patient

93381 Initinl comprehensive proventive medicine
evaluation and management of an individual including an
age and gender appropriate history, examinatian,
counseling/anticipatory guidance/risk factor reduction
intatventions, and the ondering of appropriate
immunizationis), laboratory/diagnostic proceduras, new
patient; infant {age under 1 year]

garly childhood (age 1 through 4 years)
late chitdhood {age 5 through 11 years)
adolascent {age 12 through 17 years}
18-38 years

40-54 years

65 years and over

Established Patient

Periodic comprehensive praventive medicine
(sevaluation and management of an individual including
an age and gender appropriate history, examination,
counseling/anticipatory guidance;/risk factor reduction
interventions, and the ordering of appropriate
immunization(s}, laboratory/diagnostic procedures.
gstablished patient; infant {age under 1 yaar}

early childhood (age 1 through 4 years}
late childhood (age 5 through 11 years}

adolescent (age 12 through 17 years]
18-39 years
40-64 years

G5 years and Gver

Counseling and/or Risk Factor
Reduction Intervention

New or Established Patient

These codes are used to report services provided
individuals at a separate encounter for the purpose of
promoting health and preventing illness or injury.

Peeventive medicine counseling and risk factor reduction
interventions provided as a separate encounter will vary
with age and should address such issues as family problers,
diet and exercise, substance abuse, sexual practices. injury
prevention, dental health, and diagnostic and laboracory

rest results available at the time of the encounter.
These codes are not to be used to report counseling and risk

factor reduction interventions provided to patients with
symptoms or cstablished illness. For counseling individual

patients with symptoms of established illness, use the
appropriate office, hospical or consulaation or other
evaluation and management codes. For counseling groups
of patients with symptoms or established illness, use 99078.

Preventive Medicine, Individual
Counseling

93401  Preventive medicine counseling andjor rigk factor
reduction intarventionis) provided to an individual
(separate procedure): approximately 15 minutes

99402 approximately 30 minutes
993403 approximately 45 minutes
95404 approomatety 60 minutes

Preventive Medicine, Group Counseling

99411  Preventive medicine counseting andfor risk factor
reduction interventionis) providad to individuals in 8
group setting (separate procedure); approximately 30
minutes

99412 approximately 50 minutes

Other Preventive Medicine Services

93420 _ Administration and interpretation of health risk
assassment instrumant (eg, health hazard appraisal)

99429  Unlisted preventive medicine sevice

Newhorn Care

The following codes are used to report the services
provided ro newborns in several different settings.

For newborn hospital discharge services provided on a
dare subsequent o the admission date of the newbom,
use 99238.

For discharge services provided o newborns admitted
and discharged on the same date, use 99435.

99431  History and examination of the normal newbom
infant, initiation of diagnostic and treatment programe
and preparation of hospital records. [Yhis code should
also be used for birthing room deliveries.)

99432  Normal newborn cars in other than haspital or birthing
room setting, including physical examination of baby and
conterencels) with parentls)

9433  Subseguent hospitsl care, for the evaluation and
managemerit of a normal nawborn, per day

ag135  History and examination of the normat newbom
infant. including the preparation of medical records. [This
code should only be used for newboms assessed and
discharged from the hospital or birthing reom an the
same date.)
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/;;ama:: )ror Medice! Nutrition Thampy

Section 108(0) of the BIPA Iequires
ttillut we Day for madical nutrm‘::nxfnt‘h

OTDY Jervices at 80 percapt B
leaser of the actual ® for the
servipes or BS parcent of the amount

sarvices had boon fumished by &
ph%sldm. Baxed v
with the Amerioan Diatetic Associstion
{ADA) to asyass the of resource
Inputs usad to hnnms-mlnulo
madical nutrition thazapy session by a
registived dietitian or profogsional
nuiritianist, we propared the following
Fer CPT code 67802—Magics)

nutrition th '} initial aagessruent and
intervention, ln3 vidual, fage-to-face
d‘ﬁh ths patlont.p-hul} cii:n mlnuiu, we

not propose phys work RVYUs
$or thie service, based on tha statut
provislon that specifically provides the:
modioal nutrition thacapy services moy
aaly be furnished d
distitlans of nutzition professionals. For
grvn[c]tlco y a;lm propossd 0.47

§ and, Tor malpractics, oposed
0.[11,1 ngrp; !q& ] tnt:l of .48 R&.'s.

or code 87 M—Rnuslmnu
and iptarvention, individual, face-to-
facs with tha patient, sach 15 minytas,
We proposed 0.0 work RV, 0,34
practice expenge RVDs and 0,01
mmaﬁm RVUs for g total of 0.8

3

Por CPT cods 87804-=Group, 2 or

morg ul:::tvzgmgi % 20 minutas, we
0.0 w 3 Q.14 praqrice

paied * RVUs gnd 0.02 malprastics
RVUrefor a total of 0,18 RVUs, To
determine ot, the RVUs shown
above would need to be multipliag by
the physician fae schedule convamion
factor and 0.88 (1o reflect the M

hﬁkﬁm foe sche X
P 0 alg statad that, consistent with

the deflnition in the CPT's Phystcal
Medicine Rehabilitation coded, & Foup
bs ooasulm:intg bt 2 0f mors

proposed reimbursement
rate for wedical nutrition therapy
tervicey, Thoy 1tated thyt the Proposed

reimbursemext rate for thass garvices 11
100 low and would result in Jimited
beneficiary acoase to these SErvices
dtnoa private practice distitiang will
¢hoosé not to participats. Soms
commentecs roferanced reimbugsament

for the servicas or 85 paceent of the
ampunt detsrmined undor the fas
schedule established under siction
1348(b) of the Act for the 3ame erviges

tates currently by private ingurers
g‘:d my1pr

of 588 to $125 hours fap an
Initia] visit and 585 Pper bour for fal)ow-
up. ‘I‘h;iy believe that the Fru fad rate

for Medicars Lz far shart o t was if furnished by o hysician,” The BIPA
envitioned by the CA::’;:“:. Canference Ropm?t lndicates that
Commenters Indicated thet the statute Paymmmt will aquel “the lossar of the
cleatly states that medical nutritign actual charge for the ssrvioe ar 88
therapy payment ghould be 80 percent  percant nm amount that would by
ofthe lesser of the actual charge or 8%  natd under the Phyaiclan fos schedule if
ent of the amount determined yndar such sarvios were provided by o
the physictan fee schadule for the same Physicien.” The statute and Conforance
Service, providad by & physician, " Report direct us to patablich the
Ancordj::ig: commanters, physiclans  physiolan foe achadule amaunt for
who e also reginared dictitiang, yse B/ nutrition therapy ssrvicas, The
M godes 90213 through p9218 and Mecdicare allowed chargs would equal
89244 wher providing medicej 100 percent of the physiclan fee
Rutrition thamapy services, The rchedule gmount IP the sorvices age
comhpntare rinted that B/M codas P by & physictan and g8
98303 90205 gre appropriate percant of the pgyslclu fee scheduls
® ? for detsrmin amount {f the servicer are performed by
madfcal notrition therapy payment, The " disdtian or ayirition
Lommenters also stated that any umnm. The sommaniam susgest
siinement of medical nutritton thezapy 8:.' Physicians currently bill for an £/
valuss should be based an the #arvice whan they provids nutritian
undutlying B/M codea thet bellove  purvices. W ot belfeve that it Ls
are the statutory bagis for tal prom: adical
mugrition P t. Whila bTtior dby
commentecs dge that =T (N Sarvica
Ehyulo:m may parform other tasks - B 1, RagtHl
#2ide8 nutritional assesarmens, therapy 8 madica) bistoris,
"and counsaling during sn offiee vigit, they are not trafued to and do not
thay believe those additiona] services pec physical examinations, nor de
are the banis for the Congress' thoy maks medical decisicns.
Instruction to refmburse non-physician Furthermors, when physicians uss ap B/
providers of medical gutritiog t‘:'rmpr M code to report tha prevision of
it 82 peccent of the amount lans cnumoung‘or coacdination of care, they
feceive, The AMA's Heglth typically have also performed a madics)
Professionnls Advisary Committee history, physical sxaminction, and
T R T L T
we 4 sarvice, If such ap
3’5'5(' for modical nutsition therepy. This mﬂdm performed a service that mat

Eroup provides recommendations on the:
valning services for codes used by non- it would be be appropriate for him or
Eﬂm tg:mddm. The HCPAC het to repart an EIM sorvice. Further,

lcated that It evaluated sach of the Wa nata that the B/M servises ingluds

medical gul:iﬂng therapy cﬂ: and not only an u;:ml;m aﬂtt:ib‘uubll tofm
compared tham 1 serviges that are o  but aymant
miﬁhlo to othar providens but not Physotan work, but also p

bysicion practicy axpenses, For
Fm’l;nm lpll“ll 3 few patisn: offiee

nutritionlsts (for exemple, physical
vist (CPT code 89203} inghides

tharepy services). The comment further
rirted that the 18 nt raduction nt for 80 minutes of nures yme.
should not apply bscause the HEPAC A iwd 3 sstablished patiant affice visit
toak this into acoount when devaloping {CPT cude 98213) tnaludes 38 minutes
1he fecommendations. The HCPAC of nurse tinge. Both of there codes
further addad that thare should be work include addittonal com tion for
valuas for medica) numition therapy just medical equipment and aupplies that
o5 there are for physical 1ad are mm:ﬁ uted L0 an offige visit but
occupational therapy. arenal u..J 23 part of a medical
Responte, We havs reviewsed the nutrition tharapy ssrvice, If we wers 1o
Atatuts and legislative birtory. Toers is sdopt the commentacs’ view and
na (ndication thay envisioned  crosswalk valuss for madical nutrition
2 particular paymant amount or tharapy to an B/M service, we would be
expactad 48 to uss an B/M sarvige 1p incleding payment nct only for the
dotermine the value of medical autrition caunsaling sarvics of the pracritioner,
therapy, Section 108(c) of tha BIPA but alan, innpproﬁmuly the cots of
vtates that “ths amount paid shall be 80  clintoa parsonnel ihat are not involved
porcant of the lesser ufrg:l sctual chargs  In the nutrition therapy servica
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Commenterg indiested that the statute
established {20 &5 percent sdjr.stment to
account for activities that are typtcalg
B’ufnrmad by & physician during wn

$5rvige are not performead by a
nutritionist The satute and logislative
history do not Indicaty that the g5
E;:;:mt adjustmant i {ntended to serve

purpase. In fact, the commentars
thernaelvea note that “consistont with
other non-physteian providers,

IRMNt is sot at a percentage of
the physician's fao gehadule.” Undar the
physicien fee schadule, we witl pay a

yeiclan 80 parcent of 100 parcent of

o physician fpe ule amount, and,
1t a non-physician practitionsr provides
an identical sarvics, Madicare pays 80

srcact of 85 parcent of the physician
schisdule amount. Por pnstance.
under CPT oode 00319, & level 3
sstablished patient office visit is ans of
the moat common sarvices provided by
physicians, ghymtln assistants ang
aurte practilioners. Bven though the
service is canridersd to be {dentice), we
ona by uw‘Puyap.humummimm and
nurse practitfocer only 88 parcant of
what m_ﬂny lph'i to do the same
lervcilul:; u:.tl;: -mnofué.hc ‘
Practitioners, the percen 0es ot
raflec! that a non-physinit:?pncﬁuonor
provides fswsy services than a
m:&?c!m. Bacause thare ls no
ation in the statuts that the 85
gjmnt adjustmant ahould appl

Emon arepy o Lo
nutrition ¥ gervices
parformed by n%n-phyﬂulan
poactitionars, we beltsve it §x

ate t9 pay 80 percent of 100
porcant of the physiclan fae schadule
amount when medical autrition therapy
is provided by a physiclan end 80
ﬁcmt of 85 percant of ths physician

schedule amount when the 1ervic s

provided by e N?lsmld dietitlan or
nutrition :{uha onal.
In respanse to the comment about

payment rates of private [nsurers for
Medics] nutrition theeapy, we cannot
usa such {nformation in 4 relative vaiue
aystam to sstahlish payment. Saction
1848(0) of the Act requires us 1o
ustablizh RVUs thet recognise the
relative rosources involved in furntshing
different physician fes scheduls
sarvicas. Thus, our role 1a to sstablish
ths appmq_l‘il:to Ialative payment
amounty, total payment amoupt i
detenained under a formyla prescribed
in sectian 1842{d) of the Act. We have
no authotity to e the formula,

In responss to the HCPAC
hrgcomondan tion, we raiun:i P‘l‘ itis

dppropriate to com medica
nuhe&og therapy nrvpl:r; to B/
services performed by physicians. Whils
nedical pumition therapy may be

MIDTOWN NUTRITION CA

performed by s physician who is alsg a
registapad dilmgn. this doas not maks
it & physician’s service that requires &
work RVU. Physlcians may occasionally
pﬂm ather ;orvlgu that hwohna
Paydician work, such s chemothers
administra ttmfn or the technical By
componmt of a diagnostic x-ray test.
When such services with na pbj;*slcian

_ €6 was perfarmod
P{ & physician in thet {nstancs,

cians will ocearionally meot the
statutcory qualifications to be eongtdeced
& regisieced dietittan ar nutrition
pflmaaimd who can bill Medicare for
madicyl nutrition thezapy servicas. In
thess circurnstances, we wil pay the
physician 40 percent of 100 parcent of
the physician fee schadule amount. in
this unusual clreumstance, we are
paying for a medical nutrition th ¥
service provided by » w0 un
section 1863(2)(3)(V) and 101 5
phgs((:ﬁ't f'gﬂrﬁl undar section
1861 Q L] ]
m&mmt.- Cne c:;z;jmm mﬂi“;fd

t tha 85 paroent adfusimaent sho
not apply because the RVUs we used are
nl.;::ic“!:n on physician wkmd.l
LI practics sxpenses to deliver

510 service. This mﬂp enter Indicuted

that we osad an {nadoguats
pnymen?b? aot following ths statutory
scheme and proceedad tn Iy 215
parcent disgount thet {s neither fair nor
reasppabla,

Responss. The statyte m us to
sstablish a physician fae o
aroount for the seevice and pay 80

srcant of 100 paroent of the amount if

service i3 provided by » ggysi:ﬁm

Service D peomtand b e oamk R
aer LR} 2
dietitian or uun-iuuny slonal. We
initlally antici phyaiciany
wonld nevar bill Madicars for medica)
nutrition therapy services bocause they
generaily would not mset the statutory
requiremtents to bs considersd registared
dietitians or nutrition professsozals. In
this clrcumastance, we agree that it
sesm¢ Dnurval 10 apply & reduction for
1 service that seldom would be
furnishagd by a physician. Howavee, we
beligve that the statute requires that
Madicars p:imant be based on the 85
percant level. We undesstand that,
Mlthough not comman, there are
physiclans who do meat (he statutory
requiremants to be conndered rogisterad
dietitiaps ar nutritien prafassionaly, In
theas circumstanoss, our peyment to the
Physician will be based on 100 percent
of the physician fee schedule amount,
not the 8% parcant that we will pay to
? umf distftian ar gutrition
professional. We baliave the statyts
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would not allow a physician who does
not meet the sartory requirementy for
;::Elund dietitianor nuirition
salonal to be pald for & medical
nutrition therapy servics. If o physician
provides medical autrition counseling
a5 pant of a patient sGeounter that meots
the raquirements for an E/M sorvics, the
physician can bill Medicare for g
sician‘s servie.

eni; We teceived one comment
mﬁ.mﬁng thatwac that Medicare
wi qualified providers in privety
practics setlings or physician o
where they may be indepsndent
Sontractars. The commentar also agked
how wa 1ntend 1o pa&fnr medfca!
nutrition therepy (o the hospial
outpatient ant. The cormmenter
alsa asked for elariftcatien on
T t of ant if a registered
dietitian 1s an smployes of physiclans or
hnnl‘plt&] outpatisnt fagilities,

) : Medicars wil] gu:r qualified
diati and nutrition profsssicnale
who saroll in ths Medicars pr
regardless of whethar thay provide
madical nutrition therapy services in an
independent practice setting, hoapnial
autpatient de ant or any other
& ns;with 8 exgoption of garvices
f:nvi d to potients ip an fnpatient stay

n & hospital or skilled nursing facility,
In these afreuraptgaces, our peymaent to

the hospital ar skilled nu factlity
includes madioal nutrition
H

. o rectition
. lgn er
md{: m?&"fﬁ"..ﬁf on tharapy in
my other sstting. including a private
practice seiting, section 1433(0)(1)(T) of

ths Act coquires ayment
equal 80 percant of the lessar of antual
or 80 pereent of B§ parcent of

the amount determined undar tha
sicien fas schodle. Paymant in the
ital qutpatient department will be
made undep the phrmlm fae achodule,
not under the haspital cutpatisnt
Prospective peyment gystemn,
Cuirrent ruled resseignim
of benaflts would spply to medical
nuirition therapy. We want to
srupheaize thet medical nutriion
therapy cannot be provided tncident 1o
8 {hy ian’s service unless thy
pbysician algo meets the qualifieationg
to bil] Madicare as a rogistered distitian
or nutrition profsesional. .
Comament: snters objacted to
the methodelagy used to ah the
ropcaed RVU» for thip sarvice. They
cliove itis m?mprm- 12 ugg the top-
down or no-wor Jum' methadology to
detarmine madical nutrition therapy
payment, They balieve that medicef
nutrition thempy payment should not
based on comparfson to & praventive
medicine code (CPT cods 93401} {n the
derc-work pool mathodelogy, The
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commentars indicated that preventiva  up visits becaure they will {eally the NCD is tahed, crestion or
medicine services omit the problem. inpvalvo fewer 25 minute Inmmwp of mod.lluuog‘ﬁ‘] codes and croation of
arientad cornponents of the than ap injtial visit, The payment  modiBiecs would be premature.
comprebansive history, 12 well aa other  1ats we are astab in this Anslrule  Therpftre, wo are raquiring that the
earoRtial assessment points, such as the  for CPT cody 67809 will be the sqme as {njtial Individual medical nutrition
patient's chief complaint and history of  ths Eopmd Tate for CPT code B7802.  tharapy vistt ba reported a3 CPT code
peasent flinesr. They withour W have also changed the syrasnt rate 6740z and all follow up vistts {foc
ssgection fn the proposed ruls that for CPT code 97804 asruming thatthe intervemHons and reassasnznonts) for
physicians do net perform nutsition code will normally bebilled bor ¢ 196 individual medical nutrition tharapy be
sezvices and azsatt that it s patients with the avarage of 6. Using the  reported as CFT sods 97803, All
Inspproprists to use the tap-down or revised values, the aat rate for mudical nutrition therapy visite should
T0-work mthodonlé':fyto eotabliah the  group medicel nutrition therapy would  be reparied ag CPT code 97804 whather
RVU for medical nutrition therepy. approximate the hourly rate paid for they are initia] or foliow up visits.
Reaponss: We use the top-down othar medical nutrition th - Commanters urgad ur o
ology or ne-work pool sexvices, (Ws note that the RVD units define madical nutrition therapy
mothedalogy to price t:'.vl:“u“ betwaan the proposed and final rule descriptors consistantly, They stated
expanse RVUs for all sexviges priced ahow pome marging} ¢ becausg of  that the descriptors in Table B of the
under the Medicaze physician fee changes made in the cegxpensg  propossd pule thould egres with the
schadule. Given that the statute methodology that afisct all isn foa descriptors in §414.193,
SBoud e pu et e b e hedule uevicer) We ¢o o Wand  dosaripvame ot mogied] mameie e
i 8 1] “evaluation o o]
achaduls, ‘I\‘r‘: believe it hgnwﬁble managemant asrvices provided by tharepy consistant vith the
MW‘ to use the same physiciana do not receive the same noménaleture in CPT and our
-1 D) that we use to develo digcount,” B/M setvice ars not time ong,
RVU: for pbysician fae tehndufo based services and, as stated sbove, for t- We received 2 somment
services, With & to use of the DALY FesIona are inappropriste that recammended tha we covaider
preventive me fetvite, wouseda  comparisons te madical audtion including additonal ftams in the
agrvice thet we folt had similar 00 therapy sarvice codes. pranctice mlﬂm for medical
sxpinses to medical nutrition .1 Cominant: Many commentecs sisted  Durtrition -‘Lha gommmanter
{s Rot clear why practice sxpenses e co-paymants must be structurad a0 indicated that inputs showld includs
coudeling service would differbased  that they are not bacviars to the medical  staff costs for oo bﬂdll!’!
on ths health status of the patiant. awtrition benafit, procedures, Health [nsurancs Portability
Comment: A commaexnter representing Respons: Secticn 100{c) of the BIPA  and Accountability Agt training, auds
digtitians agkad os to review the wodifes soction 1833(a)(1) ofthe Agttn  expenses, and other costs resulting fram
melativity ofl‘gﬁcm across the thras add (T) that requires that  Medicare policles and &n‘mdum. The
madical oyl CPT codes. The Medicare payment aqual 80 peresnt of  commentsr fndicatad expenaes of
¢ommenter Indicated that payment fo;  the lesser of the actual chargs for the mm distitians in private practice
CPT cods 97608 was set 4t 72.9 pareant  services or B8 percant of ths amaunt liitle from other tonezs,
of sropoud RVUs for CPT code 97802  determined undar physician fee Response: Thete are two major data
and 07304 was set ot 31 percent of CPT  schedule. The statuts requires the sams  S0Rro8s usad in the practice expense
cade 97802. The commentet axgues that, colnsurance for medical nutcftion msthadal mutes of direct inpwis
because reasssssmonts are shostee than tl:n-;y ssrvices that applies to other  and prlcﬁmhmmt per hour
{nitla] aspessmonts, the proporsd RVUs  Part B services. informaton from the 's
are actually discounted moﬂ (that is, Comment: Commenters sugsested that  Sosloaconomic Monitaring Survey. At
leas puyment per 48 minutes of ime as  1nitlal medical nutstion therapy this thme, we &re uﬁn&fh- Fractics
well ar less bf:lr tmae). They balieve sessions tor treatmans of diabetes or expanss per hour for a]l physicians to
that the value G CPT codes 87802 and renal disease should be btlled under establish nt.!::ﬂpnedu axpanse RVU1 for
97403 should be fdentical. The C?T code 87803 and subsequent medica] tion therpry, We are not
compuentars (ndicated thet B/M survices  meadical nutrition seasions currently using the sotirnates of direct
E’Wldodb physiclans do notracelve should be billed uader code 97803,  axpangst for medical nutdtion therapy
u same dl'-coum. The commenter alse  New duetoa in bacause the services are valued in the
stacad that the payment for CPT code madical condition or gctod no-wuork pool. However, we are
07804 was lgas than for other group complicetions should be bifled under ~ researching alternatives to the no-wark
services and gave the axample of anursa  CPT code 97302 and subs pool that would ellow all no-work
or pharmagist g:vz ing nutritlon madical nutition essions sarvices to be priced under the top-
inatruction under the diabetes self: should be blled under CPT cods ¢7803.  down methodology. If we devalop such
management training banaflt, Respansa: At the present time, woare  an altornative, the estimates of direet
Response: We havs reviewed the raquiriog that medical nutrition therapy  sxpenses will be important in
paymenis for CPT codes 97802 and be reported by waing CPT codes @7802,  detwm the RVUs for medica)
97803 and agres with tho commenter 07809, and 97804. We will reviaft our nusrition l:lw:lp , Indirect axpanies are
that these two codes shoud bavo the codlngoqﬂnnm whan wa publish  based ewhy an work and diraci
same valups, Tho essentia) di the NCD for medical putrition therapy,  inputs, We balisvs that many of the
between an hitlal and follow up The NCD will et forth the structure of  costs identifled by this commaniter are
madical nutrition yeervicaisthe  the medical nutrition therapy bensfitin  indizect corts that would likely be
time spent performing the servica. detail. We will make & doeition included in guodco expanses reperted
Inittal visits will be langer than foliow-  concerning ereation or modification of through ths SMS ¢urvey. Since the
codes end ¢raation of modifiers for commenter hes suggeatad that practice

3 visity and will likely involve
Medioare payment for mors increments
of service. Wo will pay Jess for follow

Tepo medical autrition Y
om.mw bus been pudlished. Untid

expenses for private practics registered
dlfmia.ns difter littla from other
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practitioners, we baliove the averoge
practice expense par hone for all
physicians is sufficient 1o uae in the
practics sxpense methodology.
Result of Bvaluation of Comunents

The ent rats we are astablishing
in this rule for CPT coda 97803
will be the sarne as the rate for CPT code
97802, We ars alao chanil.u; the
paymant rare for CPT code 97804 using
the aasumption that tha code will
m-“tf:'ﬂ’ be billedftgr 3 m ationts
wi average 61 6. 250
rovised values, the payment rate for
group medical nuiyition thetapy will
approximate tha hourly rats paid for
other madioal nugition therapy
sorvices,

F. Talshealth Services

Baginning October 1, 2001, the BIPA
lmgga&::cﬁnn 143 pg tllx;:\lﬂ 0
p we pay & phyd as
defined in saction 1881{x) of the Act) or
a pruotitioner (deacribed in seotion
1442(b}(18)(C) of the Act) for telahealth
serviced that are fumnlshad vin a
telscommunications system 10 an
sligible talobealth indivigdual,

¢ BIPA defined Medlcare telshealth

services as professional consultations,

affice or other outpatient visits, and
ca sarvices ldentified as
of July 1, 2000, by CPT codes 90241

through $9278; 99201 through 99215,
90804 through 90806 and 60862 (and ay
wy may modify} and sny
additianal service we spacify. The BIPA
defines ap eligible telehealth individual
s an Individual envolisd under Part B
;vl:o r;c:alm a teighsalth parvice
arnished at an originating sire,
Section 1834(m) of the im, ar udded
by the BIPA, limited sn uﬂslmuniﬂltm
to a physician's or practitioner’s office,
bospital, critioal access hospiml, rurel
th clinic, o2 Fedarally qualified
hmlth center. Additionally, the BIPA

specified that the m*ﬁna site must
be !omodm in one of the f;ﬁgm
geographic areas:

’ Inpanmnthmudul edass
rural health professiona} shartage erea
[HPSA) under section 232(a){2)(A) of the
Public Hoslth Service Aqt,

= In a county that is nat Included in
1 Matropolitan Statistical Area ).

Howasvar, an entity participatiag in a
!-‘ed;:tl tg:nh'n:'dli,cins emonsu-a'd b?rm
PIO t 29N APPIOV! , OF
receivea funding from 1s as of December
31, 2000 would not be required to be in
& rural HPSA or non-MSA.

Thq BIPA also required that we pay &
ghyssum o practitioner lopated at s

istant site that furnishaes g telshsalth
service 1o an eligible telahealth
beneficiary an amount egual o the

amount that the phiysiclan or
practitioner would have hees pafd
under Madicare hed the service been
furnished without the vae ofa
telscommunications syitem.,

This secticn also provided for a
facility fse payment for the period
beginaing October 1, 2001
Decembar 1, 2002, to the ¢riginating
site of $20. For each subsequant year,
the facility o9 for the praceding yoer is
incressed by the parcantage incradse in
the ME] aa adin s 1842(1}(3)
of the Act. The BIPA also amendad
section 1633(a)(2) of the Act to spsacily
that the amount pald must be 80 percent
of the lessar of the actual orthe
amaunts specifisd in new section
1834(m)(2) ofthe Act.

In prder for us to have this beoedit
axpantion implementad timaly, we have
used a program memorsndum, The

memorendum was sffective
ber 1, 2001, Thig final rule will be

The nile

Im enting the provisions of section
1854m) of tho Act. as sdded by the
BIPA, that change Medicare payment for
telohoulth tarvices. .
We 10 revias § 410,73 to
that Madicars beneficiaries are
for teichealth sarvices only if
they recetve services kom en
alte located In either a rural HPSA as
defined by saqtion 832{s){1)(A) of the
Public Heslth Servicas Actorlna
county outsida of & MSA as defined by
saction 1888(d)(2)(D) of the Act.

1. Definitions

Section 1834(m)4)(F] of the Act,
which was added by the BIPA and
becamae sffective for sexvices bns.nning
Octobaer 1, 2001, definad talehealth
#exvices aa professional consultations,
oifice and ather outpatisnt visits,
individual psychatherapy,
pharmacologic management, and any
additional service wo spacify.
Additionally, this on jdentified
covared services by HCPGS codes
identified ag of July 1, 2000, We

raposed to revise §410.78 10
m;;iamant this coverage axpansion t¢
include the tollowlng services (and
carrosponding CPT codea):

* Conaltations (codes 09241 through

Oulgg
» Offics and othex outpatient vicite
{codes 90203 through 89318}

o individual psychotherapy (codos
20904 throygh 60809).

' Pl;mamloﬁc management (code
£0ac632),

Ws inlicited commonts regarding the
guidelinas that wa should use to make
additions ar deletions of sarvices. We

alao scligited commants ubout spscific
sarvicer that may bs appropriete to be
covered under the Medlcare telehealth

bcmg{.'
In this finel rule, we are specifying st
§ 410.78 that, axcept for tha use of store
and forward technojogy lu the
demonstretion progmms conducted in
Alaska or Hawai!, an interactive
tolecoramunications system muat be
used end the medical examination of
the patient must be st the control of the
physician ar onar at the distant
sits. Wa are definiog (nteactive
tolscommunicetions systom as
multimedia communications equipment
ﬁgt lngl:;::lu. ata m.lui:&l:up. apdio and
0 aquipment parmn two-way,
toal-tims interactive communication
bstwesn the patient and physician ot
practitionar at the distant site. We are
alzo spec that telephonss,
frcatnile m ax, lectranic mail
do not preet the definition of an
interactive telecommunications system.

A patient need qot br present ora
Pedaral telemedicine dsmonsyation
&mm conducted in Alaska or Hawall,

9 At dl‘pocﬂylna that for Federa]
telomedicing demonstration programs
conducted in Alasks or Hawali,
Madicers pavment s parmirted for
telehoalth whan asynchronous stors and
forward technologing, tn slogle or
muliimadis formats, are used as 4
substingte for an latersative
telecommunications systsm,
Additionally, we are specifying that the
physician or practitioner at the distant
:ltu rawst ba affiliated with the

emorstretion pr .

Wearg hﬂn&mchmuw. stare
and forward technologles, as the
transmission of the patient's medical
infonpation from sn criginating site t0
the physician or pracdtioner at the

distant site, The plzl‘ld.l.n ar
practitionsr at the it alte c,
revisw the medical cass without the

patient being prosent. An ssynchronous
ts) ecomm:;‘l:mons system in gingls
madia formay does not include
telephone cells, Images cransmiitad via
mile machines, and text roeasagns
without visualization of the patlent
(sléctronte mail), Photogtaphs must be
spetific to the patient's medical
condition and adeguate for rendering or
& diagnoals or trastmant
plan. , we ars defining the
originating site a5 the lacation ofan
¢)igfble telehealth individual at the time
the service being furnished viaa
telecommunications system ocours.

2. Conditicna of Payment

The BIFA changed the mispresenter
roquirements, In accordance with
sectlon 1834[m)(2)(C) of the Act, &

S xHrB8r7 D"
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Provider Explanation of Benefits Page 3of 3
PROVIDER NAME PROVIDER NUMBER STATEMENT DATE TAXID Empﬂ'e @@
MIDTOWN NUTRITION CARE 9203E 03/10/05 132845837 F urEncss wrSwnio
SITE NUMBER CHECK NUMBER
100 0pO0026514400

i

Detail of Claims

PATIENT NAME
132174

.

PATIENT ACOPUNT NUMBER _ MEMRER ID CONTRACT TYPE W

50610214700

Servics Preowduee Code; 978 5 - 02/25/05

tnformation z 5. »f Unils

Payment  Aljowed Ami\al g

Galoulation - S —— e e
Copayment \ / { i

W for this Service:

Total Patient Responsibility:
Total Payment for this Claim:

THE FACE GF THIS DOUU

Fhd HAS A PGk PACKGROLNE IF 10T BLUL. DO 10T DASH, 4

"OOZESALLDO™ 208 LEDT?561 20799004} 148 5'"'

K7 v
FPAGE s oF
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REMITTANCE ADVICE Pegeiol2
Vendor Name: ROBERT L HOWARD TIN: 132845837
vendor 1D # p Cheok Number: 28419702 04-12-200%
: Provider Name:  GROSSANO, DESRA
) Provider ID: P2879923
- Clalm #: 4337N16328
D
M) el sy oty o8 328 Berd
10.00 ' 250.00
000 10.00 000 28880/
ﬂu mu Deductible Copay/Co-lys cos Payment
Tt Y Amt__ amt
Clgim Psymant Summary 10.00 208.80
Check Summary
Total Pald ........ 253,80
CheckDate........ Jenusry 12, 2005
PaldTo....cvvnvens ROBERT L HOWARD
Check Number. , . . . 28419702

CATTENT?ON: THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIOUS MATTE?@

Oxford Health Plans (NX), Inc:

DETACK AR PMmﬂwmwMuWAwﬂkmﬁu_
lﬁgrlam fﬁﬂ, Inc. Chm Mandiatian Bank Delavare 62-26 - 28419708
. Friunbll; CF 06611 Wilmington, DE, 19801 i
PAY: January 12, 2005
?mw’% Wﬁ@]_;“* and 80 c“t,!“jott.ttttgtopoqatttiititto e senes 258.80
- . _\‘%_;_ ': »I- _“' *, . - . - . . .. . ) ] ) :

.,lul;a};,g.;.r.m:t,,..1ﬂﬂ.,ﬂn......{| Bl - Mol
MaBL Q70 D3I LI00EETE B30WHLES ML 509

CRHIG7T "C-(RAGE QL OoF Y
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89/23/2885 14:38 2123333468

Page 1 of 2

REMITTANCE ADVICE

TiN: 132845837
Chack Number: 28582143 02-12-200
Provider Name: GOLDFARB, BETH

Provider ID: P2586860
aim #: 5022N17157

Withheld Drdu
(;‘}""" Amt ot g Drauc e CoPn/Colnt
m mmum, /1 L1-PTEA 18 2 ) 100.00 $0.64 15.00
¥ 120000 / p06S 0.00 15.00

vendor Nama:
Vendor D #:

N Withheld Ded: lll Co-lns cos t
\ """‘“‘/ Il -+ Tt Sttt amt__ "amt
\  wo.0g 9. u 1s.00 e5.84

Clalm Paymant Summary
Check Summary
Total Pald ...... .. 65.64
Check Date. . ...... February 12, 2005
PaldTo........... ROBERT L. HOWARD .
Check Number. ... .. 28582141
L A~

e ,QX??’O 32 |C
JLiRen 7T e I |~

__-;———f'—

s

( ATTENTION: THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIOUS MATTERS )

T " "Uxford Health Plans (NT), Inc.”

Please see last paga for Appeals Rigits

#2858 2L O3 L0026 HA0ILLESRIL 509w

Crxetr 8,7 "¢~ PACE 3 OF
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MIDTOWN NUTRITION CARE
119 WEST S7TH ST.

CEE STE 1414

BRI NEW YORK , NY 10019-2401

T

Y Foh ST S too® oy &% . ‘
b S il S50 i %@ P v et g O T
Coa L :i$$§@bf*@@ @Q%@,r_ 308 ol ©F Cadf gk
S e eeon e ke dn b VRN W ek 0 S U g TRRR BKERR 6200 p e gk LT TUg oM TR
T GROUP HEATHINCORPORATED PO.BOX 2834, NEW YORX. N ¥ 10116201 <RI TR ) EXPLANATION OF BENEFITS CHECK NUMBER

Check Datp: 08/13/04 9582195
Provider: GOLDFARE BETH R RD

The information below summarizes GHI's claim settlement(s) for the service(s) and
patient(s) listed.

Certificate{s}/ [Claim cct No(s)/ {Charge(s) COPaymunil(s) Benefit .
Service Date(s) Number(s)PPatlent(s) (Submitted Applied Payment(s) [Note(:

B

)

07/31/04 DC6171966 $50.00 $15.0p $20,00
07/31/08 EMC6171966  NEAL 50.00 15.0p 20,00
07/31/04 EMCE171966 50,00 15.00 20.00
07/31/04 C6171966 50.00 15.00 20000 ]

' “pl,}‘fs(blm

et b S Basic Allowanoce
eve] &7 , Co-payment )
e Ty gﬁ;é 05 Payment To You
S Al
(r(j..!ﬁ-"“ 5 Xl -
7 T 0 .
Note(s): e & ' ;

Te report suspected fraud, call GHI's Fraud Hotline at 1-888-4-X0-FRAUD
(1-888-456-3728) or e-mail kofraud@ghi.com

Zw(‘h@rf gt A ’
PAGSE T o= A

i
™y

36478

8099870-99
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MIDTOWN NUTRITION CARE
Jennifer DePaolo, RD / Beth Goldfarb, RD
Kristin Greenspan, RD / Debra Grossano, RD / Robert Howard, RD

Laurie Simon, RD / Carolyn Vlachos, RD
NYS Licensed Dietitian-Nutritionists
119 West 57th Street, Suite 1414
New York, N.Y. 10019
Tel: (212) 333-4243
FAX:(212) 333-3468
email: midtown.nutrition@verizon.net
website: www.midtownnutrition.com

EAX COVER SHEET
TO: Munir Madyun
RE: CMS Letter
DATE & TIME: 9/23/05 3 PM
FAX NO: (202) 225-6001
PHONE NO: (202) 225-4361
TOTAL PAGES INCLUDING COVER PAGE: 22
COMMENTS:

Copy of my signed submission, with exhibits. Thanks again.

Bob
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MIDTOWN NUTRITION CARE
119 WEST 57™ STREET—SUITE 1414
NEW YORK, NY 10019
(212) 3334243

September 22, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Proposed Rule, Medicare Program: Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Y ear 2006

Specific Re: Impact of Proposed Elimination of Nonphysician Work Pool on Medical
Nutrition Therapy Services {CPT 97802-4)

Specific CMS Language: “We recognize that there are still some outstanding issues that
need further consideration, as well as input from the medical community. For example, -
although we believe that the elimination of the nonphysician work pool would be, on the
whole, a positive step, some practitioner services, such as audiology and medical
nutrition therapy, would be significantly impacted by the proposed change....We,
therefore, welcome all comments on these proposed changes...” Federal Register,
August 8, 2008, p. 45777

Dear Sir or Madam:
Midtown Nutrition Care respectfully submits the following comments that will show how

CMS may not only avoid any negative impact on medical nutrition therapy services, but
also increase access to these important preveative medicine services.

1. August 4, 1995, 104" Congress, 1* Session, Representative Serrano introduced the
first medical nutrition therapy bill, HR 2247, “Medical Nutrition Therapy Act of 1995”.
Relevant reimbursement language was “...the amount paid shall be 80 percent of the
ster of the actual charge for the services or wmnﬂﬂ_l:&&hm

~ aragraph.” (emphasis supplied]

2. July 17, 1996, 104" Congress, 2™ Session, Senator Bingaman introduced $ 1964,
“Medical Nutrition Therapy Act of 1996”. Relevant reimbursement language was *...the
amount paid shall be 80 percent of the lesser of the actual charge for the services or !.hg

subparagraph.” [emphasis supplied]
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3. January 7, 1997, 105* Congress, 1* Session, Representative Serrano introduced HR
288 “Medicat Nutrition Therapy Act of 1997”. Relevant reimbursement language was
the amount pmd shall be 80 percent of the lesser of the actual charge for the services

> [ernphams supphed]

4. June 24, 1997, 105" Congress, 1* Session, Senators Craig and Bingaman introduced $
Amdt 454, which became Section 5105 of PL 105-33, “Study on Medical Nutrition
Therapy Services.” It provides “(a) Study: The Secretary of Health and Human Services
shall request the National Academy of Sciences, in conjunction with the United States
Preventive Services Task Force, to analyze the expansion or modification of preventive
benefits provided to medicare beneficiaries under title XVIII of the Social Security Act to
inciude medical nutrition therapy services by a registered dietitian. (b} Report: (1) Initial
report: Not later than 2 years after the date of the enactment of this Act, the Secretary
shall submit & report on the findings of the analysis conducted under subsection (a) to the
Committee on Ways and Means and the Committee on Commerce of the House of
Representatives and the Committee on Finance of the Senate. (2) Contents: Such report
shall include specific findings with respect to the expansion or modification of coverage
of medical nutrition therapy services by a registered dietitian for medicare beneficiaries
regarding—(A) cost to the medicare system; (B) savings to the medicare system; (C)
clinical outcomes; and (D) short and long term benefits to the medicare system. (3)
Funding: From funds appropriated to the Department of Heath and Human Services for
fiscal years 1998 and 1999, the Secretary shall provide such funding as may be necessary
for the conduct of the analysis by the National Academy of Sciences under this section.”

S. March 18, 1999, 106" Congress, 1* Session, Representative Johnson, on behalf of
herself, Representative Serrano, and numerous others, introduced HR 1 18?, “Medical
Nutrition Therapy Act of 1999”. Relevant reimbursement language was “...the amount
paid shall be SOperoent of the lesser oftbe actual charge for theser\nm orﬂm_amgm

6. December 15, 1999, the Institute of Medicine of the National Academy of Sciences
issued its report, “The Role of Nutrition in Maintaining Health in the Nation’s Elderly,
Evaluating Coverage of Nutrition Services for the Medicare Population,” National
Academy Press, Washington, DC, 2000, ISBN 0-309-06846-0. Among its findings was:
“The registered dietitian is currently the single identifiable group of health professionals
qualified to provide nutrition therapy. It is recognized that other health care professionals
in particular fields may be qualified to provide nutrition therapy and should be considered
on an individual basis as a reimbursable provider.” (Page 272 of published report)

7. December 2000, 106™ Congress, 2™ Session, Congress enacted PL 106-554, which
contains Section 105, “Coverage of Medical Nutrition Therapy Services for Beneficiaries

with Diabetes and Reanal Disease.” Relevant reimbursement la.nguage is “,..the amount
pmd shall be 80 percent of the lesser of the actual charge for the semm or ﬁ_ma_g[
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supplied] Other relevant language is: “The term *‘medical nutrition therapy services’
means putritional diagnostic, therapy, and counscling services for the purpose of disease

management which are furnished by a registered dietitian or nutrition professional.”

8. August 2, 2001, CMS published in the Federal Register its proposed rule for the
medical nutrition therapy benefit which was to become available on January 1, 2002.
Part of the proposed rule was “Payment for Medical Nutrition Therapy (§414.64).” It
states, in relevant part: “The statute specifically provides that medical nutrition therapy
services may only be provided by registered dietitians or nutrition professionals. We do

ice, We interpret section 105(c)(2) of
BIPA to mean that if a physician were to furnish this service, that the service was
performed ‘incident to’ the physicians treatment plan and provided by a registered
dietitian or nutrition professional.” {emphasis supplied]

9. November 1, 2001, CMS published in the Federal Register its final rule. Among the
as: “Whi i jti

jca gt of a diag x-ray test When such services with no physician
work are performed by a physician, we do not establish a physician work RVU just
because the service was performed by a physician in that instance. Physicians will
occasionally meet the statutory qualifications to be considered a registered dietitian or
nutrition professional who can bill Medicare for medical nutrition therapy service. In
these circumstances, we will pay the physician 80 percent of 100 percent of the physician
fee schedule amount.... We initially anticipated that physicians would never bill
Medicare for medical nutrition therapy services because they generally would never moet
the statutory requirements to be considered dietitians or nutrition professionals. In this
circumstance, we agree that it seems unusual to apply a reduction for a service that
seldom would be furnished by a physician. However, we believe that the statute requires
that Medicare payment be based on the 85 percent level. We understand that, although
not common, there are physicians who do meet the statutory requircments to be
considered registered dietitians or nutrition professionals. In these circumstances, our
payment the physician will be based on 100 percent of the physician fee schedule
amount, not the 85 percent that we will pay to a registered dietitian or nutrition
professional.” [emphasis supplied] (Page 55279 of 2001 Federal Register)

10. Eardier in the final rule CMS states: “The American Dietetic Association (ADA) and
many individuals submitted comments concerning the proposed reimbursement rate for
medical nutrition therapy services. They stated that the proposed reimbursement rate for
these services is too low and would result in limited beneficiary access to these services
since private practice dietitians will chose not to participate....They believe that the
proposed rate for Medicare is far short of what was envisioned by the Congress....The
commentators also stated that any refinement of medical nutrition therapy values should

a4
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be based on the underlying E/M codes that they belicve are the statutory basis for medical
nutrition therapy payment. While commentators acknowledge that physicians may
perform other tasks besides nutrition assessment, therapy and counseling during an office
visit, they believe those additional services are the basis for the Congress” instruction to
reimburse non-physician providers of medical nutrition therapy at 85 percent of the
amount physicians receive. The AMA's Health Care Professionals Advisory Committee
(HCPAC) subsmitted a comment that suggested there should be physician work for
medical nutrition therapy. This group provides recommendations on valuing services for
codes used by non-physician providers....We have reviewed the statute and legislative
history. There is no indication that Congress envisioned a particular payment amount or
expected us to use an E/M service to determine the value of medical nutrition therapy.”
femphasis supplied] (Page 55278 of 2001 Federal Register)

11. We agree that Congress probably did not envision a particular amount or particular
E/M service, but did Congress intend to pay nutritionists 85% of what a physician is paid
for administering chemotherapy or performing the technical component of a diagnostic x-
ray? Or did Congress intend to pay dictitians 85% of what it costs a physician to employ
a dietitian to provide the services? If Congress had intended to focus on a dietitian’s
work value, then why didn't the law establish a separate fee schedule for dietitians (as
Medicare has for psychologists and as the 1995, 1996 and 1997 bills had envisioned)?

12. After the 1995, 1996 and 1997 bills by Representative Serrano and Senator Bingaman
that would have established a separate dietitian fee schedule, and after the 1997 Craig and
Bingaman amendment established a study to be made of “medical nutrition therapy
services by a registered dietitian”, what did Representatives Johnson, Serrano and others
intend when they introduced in March 1999 a bill that would have paid dietitians the
amount determined under the physician fee schedule for the same services if furnished by
a physician instead of pursuant to a separate dictitian fee schedule? And after the
December 1999 report by the National Academy of Sciences found the registered
dietitian to be the single identifiable group qualified to provide medical nutrition therapy
(although others may be qualified), what did Congress intend when they passed in
December 2000 a law that continued to determine payment not pursuant to a separate
dietitian fee schedule but by paying 85% (instead of 100% as in the Johnson bill) of the
smount determined under the physician fee schedute for the same services if performed
by a physician, and also defined the providers to be registered dietitians or other nutrition
professionals?

13. Could it possibly be that Congress intended by not having a separate dietitian fec
schedule that Congress meant to exclude physician work value? Or, is it at least as likely
that Congress intended to pay 85% of what a physiciar would be paid, including
physician work value, so as to insure that reimbursement would be fixed at a level that
would enable & sufficient number of dietitians to participate so that Medicare

85
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beneficiaries would have access to this preventive benefit (and preventive benefits are
what Congress want all entitled beneficiaries to get so as to hold down costs over the long
term). The original sponsor of the medical nutrition therapy benefit and cosponsor of the
bill that eventually became the law has asked CMS to “...please be aware of Congress’
intent that payment be sufficient to provide access to care for the beneficiaries of the
service. Establishing a zero work value for nutrition therapy severely limits access to
these services and thus subverts the intent of the law.” (See copy of September 22, 2005
letter to CMS from Representative Serrano, attached as Exhibit “A”)

14. That the envisioned access has not been provided can be seen from the fact that prior
to passage the CBO estimated the annual cost of medical nutrition therapy services to be
$60 million, whereas only about $1 million per year has been spent annually since the
benefit became available in 2002. This represents visits by only about 250,000
beneficiarics out of an estimated 8 million plus beneficiaries with diabetes and renal
disease (the two conditions for which Medicare currently provides medical nutrition
therapy benefits). Only about 10% of dietitians (7,000 out of 65,000 nationwide) have
become Medlcare pmv;ders, compared with over 90% of physicians. Jourpal of the

! an Diete spciation, June 2005, p. 990 (copy, along with p.995, footnote
refmnoes attached as Exhxblt “B").

15. There is a lengthy discussion in the November 1, 2001 final ruie (Pages 55278-80 of
2001 Federal Register) stating that work vatue should not be included because medical
nutrition therapy services do not involve medical histories, physical examinations or
medical decisions, or the use of medical equipment and supplies and clinical personnel
involved in most evaluation and management services by physicians. However, the
evaluation and management code to which the medical nutrition therapy codes was
compared for the basis of valuation is Preventive Medicine Service Counseling and/or
Risk Factor Reduction Intervention (CPT Code 99401) which, unlike most evaluation and
management codes, does not generally involve medical histories, physical examinations
or medical decisions, or the use of medical equipment and supplies and clinical
personnel! (A copy of the CPT's entire Preventive Medicine Services section, 2 pages, is
attached as Exhibit “C”.)

16. We think the reason CMS did not notice that CPT Code 99401 does not generally
involve these components is because 2 interrelated points had been raised in comments to
the proposed rule. First that CMS should compare the 15-minute medical putrition
therapy code CPT 97802 to the 15-minute offjce visit code CPT 99213, rather than to the
15-minute preventive medicine counseling code CPT 99401; and second that a
physician’s work value should be included in valuing medical nutrition therapy services.
Therefore, it was natural for CMS to look at the medical history, physical examination,
medical decision, medical equipment, medical supplies and clinical personnel
components of CPT Code 99213, and not notice that these components are generally
lacking in CPT Code 99401. (Attached as Exhibit “D” is a copy of the entire final rule
“Payment for Medical Nutrition Therapy” discussion, pp. 55278-55281.)

17. Because CPT Code 99401 does not generally involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and
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clinical personnel, the vatuation of CPT Code 99401 is already significantly lower than
other 15-minute evaluation and management service codes that involve these
components, see 2005 Relative Value Units for the following codes (Pages 66666, 66668
and 66671 of 2004 Federal Register):

15-minute Non-facility Non-facility
Code = WortkRVU Practice Expense RVYU Malpmactico RVI] Total

99213 0.67 0.6 0.03 1.9
{Office
Visit)

99241 0.64 0.64 0.08 1.33
(Office
Consultation)

99401 0.48 0.62 0.01 1.11
(Prev Medicine
Counseling)

97802 0.00 047 0.01 0.48
(Med Nutrition
Therapy)

18. The discussion by CMS that stated that work value should not be included because
medical nutrition therapy services do not involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and
clinical personnel was set forth for the first time in the final 2001 rule, and not in the
proposed 2001 rute. Therefore, CMS was unable to receive comments that might have
pointed out that CPT Code 99401 also does not generally involve medical histories,
physical examinations or medical decisions, or the use of medical equipment and supplies
and clinical personnel (so while the lack of these components may be a good reason for
cross walking the medical nutrition therapy codes to CPT Code 99401, rather than to
CPT Code 99213, it is not a good reason to disregard physician work value).

19. However at this time CMS can take notice that CPT Code 99401 does not generally
involve medical histories, physical examinations or medical decisions, or the use of
medical equipment and supplies and clinical personnel, and therefore could (and should)
continue the comparison to CPT Code 99401, but ytilize the CPT Code 99401 work
value, plus the CPT Code 99401 practice and malpractice expense RVUs for valuing the
medical nutrition therapy codes (and then paying a physician 80% of 100%, and a
dietitian 80% of 85%, of the total of these 3 values). This would be analogous to the
payment of physician assistants and nurse practitioners 80% of 85% of CPT Code 99213
or other evaluation and management services that, as appropriate for their practice,
contain medical history, physical examination, medical decision, medical equipment,
medical supplies and clinical personnel components. And this would allow a physician
who is also a dietitian to be paid appropriately (80% of 100%) for medical nutrition
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therapy services since a physician cannot otherwise use CPT Code 99401 because while
it has been valued, CPT Code 99401 is a noncovered service for which Medicare
payment may not be made. (Page 66671 of 2004 Federal Register; Page 45999 of 2005
Federal Register)

20. As in the 2001 final rule, the valuation of the 15-minute individual medical nutrition
therapy Code 97803 should continue to be the same as the valuation of the 15-minute
individual medical nutrition therapy Code 97802; and the valuation of the 30-minute
group medical nutrition therapy Code 97804 should continue to approximate the hourly
valuation of the individual medical nutrition therapy codes based on ar assumption of an
average of 5 patients in a group (that is, each RVU value for the 30-minute group
increment should be determined by multiplying the corresponding RVU value for the
individual 15-minute increment by 2, then dividing by 5).

21. Unlike the issue of medical history, physical examination, medical decision, medical
equipment, medical supplies and clinical personnel components, which was raised for the
first time in the 2001 final rule, the issue of whether the two individual 15-minute codes
would be valued the same or differently was fully discussed in the 2001 proposed rule, in
comments thereto, and in the final rule, which stated as follows: “We have reviewed the
payments for CPT codes 97802 and 97803 and agree with the commentator that these two
codes should have the same values. The essential difference between an initial and
follow up medical nutrition therapy service is the time spent performing the service.
Initial visits will be longer than follow-up visits and will likely involve Medicare
payment for more increments of service. We will pay less for follow up visits because
they will typically involve fewer 15 minute increments of time than an initial visit. The
payment rate we are establishing in this final rule for CPT code 97803 will be the same as
the proposed rate for CPT code 97802. We have also changed the payment rate for CPT
code 97804 assuming that the code will normally be billed for 4 to 6 patients with the
average of 5. Using the revised values, the payment rate for group medical nutrition
therapy would approximate the hourly rate paid for other medical nutrition therapy
services.” (Page 55281 of 2001 Federal Register)

22. That reasoning was sound in 2001 and rernains sound, and should continue to be
followed, rather than create a 0.01 less RYU for CPT code 97803 as proposed at Page
45997 of the August 8, 2005 Federal Register.

Qur Practice
23. Our group practice, Midtown Nutrition Care, has seven full-time Registered

Dietitians who sec approximately 700 patients per month, about 1/3 of which have
diabetes or kidney disease.

24. We are providers for all the major commercial insurance companies in our area.
These currently pay an average of $42.53 per 15-minute increment for CPT Codes 97802
and 97803 (which codes are valued equally by the commercial insurers we bill these
codes). Copies of explanations of benefits (with patient identifiers deleted), which show

a8
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these amounts to be $50, $44.80, $40.32 apd $35 per 15-minute increment, are attached
as Exhibit “E”.

25. Because Medicare currently pays only about $18 per 15-minute increment for our
geographical area, which is one of the highest in the nation (and would be reduced an
additional 10% under the proposed 2006 physician fee schedule) we cannot afford to see
Medicare patients and none of us has become a Medicare provider. We therefore tum
away a couple of Medicare patients per day and most of these patients are unable to
obtain medical nutrition therapy services because virtually none of the private practice
nutritionists in our area accept Medicare.

26. If payment for the 15-minute increment were to a little more than double as proposed
above it would roughly equal the average we are receiving from commercial insurance
companies in our area and we would all become providers and accept Medicare. Based
on my experience as co-reimbursement chair for the New York State Dietetic Association
 also believe that the vast majority of private practice nutritionists in my area and
nationwide would do likewise. Therefore, if the above proposal is followed it will not
only avoid any negative impact from the elimination of the nonphysician work pool, it
will also provide appropriate access to care for all Medicare beneficiaries entitled to these
services.

Sincerely yours,

C~—7

Robert Howard, RD, JD
Managing Partner



99/23/2885 14:38 2123333468 MIDTOW NUTRITION CA PAGE 18

CONBTTRE:

.‘I.O“?E mﬁsﬂm AFPPROPRIATIONE

m: OFPCS: iﬁ%m
R Congress of the United States ™ imamemr

e Fouse of Representatives gy

g et o THashington, BL 20515-3216 MEMBER, CONGRESSONAL
m,mh1m.m Buack Caucus
T oregi e

ml‘lou“ll-—':ﬂlm - s

September 22, 2005

Dr. Mark B. McClellan

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

I was the sponsor of the original medical nutrition therapy benefit bills in the mid 90s and
cosponsor of the 1999 bill that eventually became law, as Section 105 of PL 106-544,
entitled “Coverage of Medical Nutrition Thezapy Services for Beneficiaries with Diabetes
and Renal Disease”.

As you review the rule pertsining to medical nutrition therapy benefits, plegse be aware
of Congress’ intent that payment be sufficient to provide access to care for the
beneficiaries of the service. Bstablishing a zero work velue for nutrition therapy severely
limits access to these services and thus subverts the intent of the law.

1 have reviewed the comments of Midtown Nutrition Care and would ask that they be
given every consideration as the rule in question is reviewed.

Ay e

E. Serrano

ber of Congress

S xRy 7 A"
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mation packets, mestings and confer-
ence calls, and support developing
language that deacribe MNT services
provided by RDa as a component of

the CCI program.

MEDIGARE ADVANTAGE

Medicare+Choice will be replaced
with Medicare Advantage effective
Janvery, 2006. CMS announced on
December 6, 2004 that there will be
26 Medicare Advantage regions es-
tablished across the nation for health
insurance plans wishing to partici-
pate in the new program. Participat-
ing health insurance pians will be re-
quired to service the entire region.
Each Medicare Advantage regiona!
pian will bave a network of providers
who agree to contractually specified
reimbursement levels for covered
benefits.

The intent of this new provision is
to have traditional fee-for-service
Medicare compete head to head on
prices with private insurance compa-
nies. In order to gain sufficient sup-
port to pass the hill, this new provi-
sion is a 6-year demonstration
program in up to six etandard metro-
politan statiastical areas (SMSAs).
Private insurers will be able to begin
bidding to serve Medicare beneficia-
ries in regions beginning in 2006.
Payment rates would be based on a
blended average of the bids. The tra-
ditional Medicare aystem will com-
pete with private plans in selected
SMSAs beginning in 2010. There are
significant incentives in the new law
to encourege private insurance com-
panies to participate in this program.

How the Medicare Advantage pro-
gram affects utilization of the Medi-
care MNT coverage, and the two new
programs that include MNT benefits,
remains to he gseen, There is the po-
tential for significant growth in MNT
services. According to the proposed
rules released by CMS, beginning in
2008, the Medicare Advantage pro-
gram will have to “enrich the range of
benefit choices availeble to enrollees,
including not only improved prescrip-
tion drug benefits, but also other ben-
efits not covered by traditional Medi-
care, and the opportunity to share in
savings where plans can deliver ben-
efits at lower costs” (7B).

990 Juw 2005 Volume 105 Number 6

MEDICARE MNT'S IMPACT ON PRIVATE
iNSURANCE PLANS' COVERAGE

ADA researchers conducted an envi-
ronmental scan in 2002 to determine
if the MNT benefit (which went into
effect January 1, 2002) had increased
the coverage of nutrition services pro-
vided by RDs within private insur-
ance or health care plans. While the
sean is not representative of all man-
aged care organizations or the health
care marketplace, a positive change
in coverage was noted since 1999,
when a benchmark was set (79). The
growth in coverage of dietetic services
are attributable to a number of fac-
tors: costs, consumer demand, and
recognition of MNT, the availability
of data on the effectiveneas of nutri-
tion interventions, and new tools such
as codes that allow direct reimburse-
ment to dietetic professionals. Dietet-
ics professionals may find an increas-
ingly receptive envircnment for their
knowledge and skills, and involve-
ment in disease management ser-
vices, as more private sector plans re-
ported contracting with RDs for
nutrition services. Additionally, sev-
eral plans in the 2002 scan indicated
they follow Medicare’s lead in adopt-
ing CPT codes.

MEDICARE WNT UTILIZATION RATES

During the first year of Medicare
MNT coverage under Medicare, 4,125
individuals enrolled as MNT pro-
viders and billed approximately
$800,000 for individual and group
MNT services (8G). (When Congress
was congidering the MNT bill in 2000,
it was estimated that a scaled-down
MNT bill eatablishing coverage to-
beneficiaries with diabetes, cardio-
vascular disease, and/or renal dis-

ease, would cost a little less than $1°

billion per year {81].) Recent CMS
data indicates nearly 7,000 registered
dietitians or licensed autrition profes-
gionals have enrolled as providers of
MNT (82), Only 211,000 Medicare
beneficiaries received MNT services
since the benefit's inception, yielding
approximately $3.3 million of new
reveaue for RDs.

Those are disappointing statiatica
inasmuch that they indicate an un-
derutilization of the MNT benefit.
Based on estimates from the National
Diabetes Information Clearinghouse
and United States Renal Data Sys-
tem, approximately 8.6 million indi-

viduaala (or 18.3%) at least 60 years
old are diagnosed with diabetes or
acute renal failure, making most of
them eligible for MNT Medicare ser-
vices (83). In terma of income poten-
tial to RDs, the CBO-projected $60
million armmal ocutlays for Medicare
MNT for disbetes and kidney disease
are far higher than the actual $1 mil-
lion annnal everage. Data provided
by CMS indicate a amall but growing
demand for Medicare MNT for diabe-
tes and kidney disease when bemefi-
ciaries obtain a referral by their phy-
sicians.

How the Medicare
Advantage program
affects utilization of

the Medicare MNT

coverage, and the
two new programs
that include MNT
benefits, remains to
be seen.

There are a number of reasons to
expect greater demand for Medicare
MNT services. First of all, the Medi-
care Modernization Act includes two
MNT components, one of which is the
Initia] Preventive Physical Exeamina-
tion, which went into effect January
1, 2005, The American Diabetes Asso-
ciation estimates that more than one-
third of Americans with diabetes do
not know they have the disease {84).
If the “Welcome to Medicare” physical
is successful in identifying pevple who
have disbetes but did not know it, the
utilization rate for MNT should show
a significant increase.

The chronic care provisions of the
Medicare Modernization Act also pro-
vide an opportunity for significant
growth in MNT utilization, becayse
MNT nlso is a component of that pro-
vigion. Currently, 78% of the Meti-
care population has one or more
chronic conditions that require ongo-
ing medical management (85). Almest
two thirds (63%) have two or more
chronic conditions, and 20% of Medi-
care beneficiaries have five or more
chronic conditions (86). Therefore,
participating in Medicare’s new
chronic care disesse management

Syt 8, 7T “g"
CAGE | OF 2_
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99373—99380 Evaluation and Management

CPT 2004

93373 complex or lengthy (eg, lengthy coenseling session
" with anxious or distraught pavsnt, detailed or
protonged discussion with family members regarding
sariously ill patient, lengthy communication
necessary 1o coordinate complex servicas of several
different health professionals working on differsnt
aspects of the totat patient care plan}

Care Plan Oversight Services

Care Plan QOversight Services are reported separately from
codes for office/outpatient, hospital, home, nursing
facilicy or domiciliary services. The complexity and
approximate physician time of the care plan oversight
services provided within a 30-day period determine code
selection. Only one physician may reporr services for a
given period of time, o reflect chat physician's sole or
predominant supervisory role with a particular pacient.
These codes should not be reported for supervision of
patients in nursing facilities or under the care of home
health agencies unless they require recurrent supervision
of therapy.

The work involved in providing very low intensity or
infrequent supervision services is included in the pre- and
pose-encounter work for home, office/outpatient and
nursing facility or domiciliary visit codes.

89374 Physician supervision of a patient under care of homs
health agency [patient not present) in home, domiciliary
or eguivalent environment (eg, Alzheimer's facility)
requiring complex and multidisciplinary care modalities
involving reguiar physician developmant and/or ravision
ot care pians, review of subsequent reparts of patient
status, review of related laboratory and other studies,
communication {including tetephone calls) for purposes of
assessment or care decisions with health care
professionalis), family memben(s). surrogate decision
maker(s] (eg, legal guardian) and/or key caregiver(s)
involved in patient’s care, integration of new information
int the medical treatment plan and/or adjustment of
medical therapy. within a calendar month; 15-29 minutes

99375 30 minutes or more

99377  Physician supervision ol a hospice patient {patient not
present] requiting complex and multidisciplinary care
modalities involving regular physician devetopment
and/or revision of care plans. review of subsequant
raponts of patient siatus, review of related laboratary and
other studies. communication (including telephona callsi
for purposes of assessment or care decisions with heaith
care profassionalisf, family memberls), surrogate decision
makevis) {eg, legal guardian) and/or kay caregiver(s)
wivolved in patient's care. integration of new information
into the medical treatment plan and/or adjustment of
medical therapy, wrthin a calendar month; 15-23 minutes

99378 30 minutes or more
”C. L]
PACSE / OF 2

93379 Physician supervision of a nursing facility patient
{patient not present) requiring complex and
multidisciplinary care modalities involving regular
physicisn davelopment and/or ravision of care plans,
raview of subsequent reports of patient status, review of
related laboratory and gther studies, communication
{including tetephone cals) for purposes of assessment or
tare dacisions with health care professianal(s), family
memberis}, surrogate decision maker(s} (eg. legal
guardian} and/or key caregiver(s} invoived in patient's
care, integration of naw information into tha medical
treatment plan and/or adjustment of medical therapy,
within a calendar month; 15-29 minutes

99380 30 minutes or more

Preventive Medicine
Services

The following codes are used to report the preventive
medicine evafuation and management of infants,
children, adolescenes and adulrs.

The extent and focus of the services will largely depend
on the age of the patient.

If an abnormality/ies is encountered or a preexisting
problem is addressed in the process of performing this
preventive medicine evaluation and management service,
and if the problem/abnormality is significant enough o
require additional work to perform the key components
of a problem-oriented E/M service, then the appropriace
Office/Ourpatient code 99201-99215 should also be
reported. Modifier *-25' should be added to the
Office/Ourtpaticnt code to indicate that a significant,
separately identifiable Evaluation and Management
service was provided by the same physician on the same
day as the preventive medicine service. The appropriate
preventive medicine service is addidonally reported.

An insignificant or uivial problem/abnormalicy thar is i
encountered in the process of performing the preventive
medicine evaluation and management service and which
does not require additional work and the performance of |
the key components of a problem-oriented E/M service
should not be reporred.

The “comprehensive™ nature of the Preventive Medicine
Services codes 99381-99397 reflects an age and gender
appropriate history/exam and is NOT synonymous with
the “comprehensive” examination required in Evaluation
and Management codes 99201-99350.

Codes 99381-99397 include counseling/anticipatory
guidance/risk factor reduction interventions which are
provided at the time of the initial or periodic
comprehensive preventive medicine examination. (Refer
to codes 99401-99412 for reporting those
counseling/anticipatory guidance/risk factor reduction
interventions that zre provided ar an encounter separate
from the preventive medicine examination.)

28 © =Moditer 51 Exempt P < or > 4=New or Revised Text 4 =Add-on Code
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Evaluation and Management 99381—8943

(mmunizations and ancillary studies involving laboratory,
radiology, other procedures, or screening tests identified
with a specific CPT code are teported separately. For
immunizations, se¢ 90471-90474 and 90476-90749. 1

New Patient

93381  Initial comprehensive pravantive medicine
avaluation and management of an individual ncluding an
age and gender approgriate history, examination.
counseling/anticipatory guidance/risk tactor reduction
intarventions, and the ordering of appropriate
immunizationis), laboratory/diagnostic procedures, new
patient; infant tage under 1 year}

99382 garly childhood (age 1 through 4 years)

99383 late childhood (aga & through 11 years]

89304 adolescent [age 12 through 17 years)

93185 1839 years

99306 40-64 yoars

99387 55 years and over

Established Patient

99301 Periodic comprshonsive preventive medicine
reevaluation and management of an individual including
an age and gender appropriate history, examination,
counseling/anticipatory guidance/risk factor raduction
interventions, and tha ordering of appropriate
immunizationis), laboratory/diagnostic procedures.
established patient; infant (age under 1 year]

93397 garly childhood {age 1 through 4 years)

99393 late childhood (age 5 through 11 years)

9939 adolesoent {age 12 through 17 years)

93396 18-39 years

#9396 40-64 years

9397 65 years and over

Counseling and/or Risk Factor
Reduction Intervention

New or Established Patient

These codes are used to report scrvices provided o
individuals at a scparate encounter for the purpose of
promoting health and preventing illness or injury.
Peeventive medicine counseling and risk factor reduction
interventions provided as a separate encounter will vary
with age and should address such issues as family problems,
dict and exescise, substance abuse, sexual practices, injury
prevention, dental health, and diagnostic and laboratory
rest results available at the time of the eacounter.

These codes are not 1o be used to report counseling and risk

factor reduction interventions provided to patients with
symptoms or established illness. For counseling individual

patients with symptoms or established illness, use the
appropriate office, hospital or consulmtion ot other
evaluation and management codes. For counscling groups
of patients with symproms or established illness, use 99078.

Preventive Medicine, Individual
Counseling

99401  Preventive medicine counseling and/or rigk factor
reduction intervention{s) provided to an individual
{separate procadurel. approximately 15 minutes

99402 approximately 30 minutes
99403 approximately 45 minutas
99904 approximately 60 minites

Preventive Medicine, Group Counseling

99411  Prevantive medicine cosnssling and/or rigk factor
reduction intervention{s) provided to individuals ina
group setting {separate procedure!, approximately a0
minutes

9912 approximately 60 minutes

Other Preventive Medicine Services

99420  Administration and interpretation of heaith risk
assessment instrument feg, hea'th hazard appraisal)

99429  Unlisted preventive medicine service

Newhorn Care

The following codes are used ta report che services
provided to newborns in several different sectings.

For newborn hospital discharge services provided on a
date subsequent to the admission dare of the newborn,
use 99238,

For discharge services provided to newborns admirted
and discharged on the same date, use 99435.

99431 History and examination of tha normal newbom
infam, initiation of diagnostic and treatment programe
and preparation of hospital records. (This code should
also be used for birthing room deliveries.)

Normal newborn care in other than hospital or birthing
taom getting, including physical examination of baby and
conferencels} with parent{s}

Subrsequent hospital care, for the evaluation and
management of a normal newborm, per day

History and axamination of the normal newborn
intant including the preparation of medical ragords. {This
code should only be used for newboms assessed and
dischargad from the hospital or birthing room on the
same date.}

Ex HR:1t7 e
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85278
/;‘;_aian“a;l: )ra.r Medicc] Nutrition Therapy

Section 108(0} of the BIPA raquires
tim we pay for madical nutrition
therapy rervices at 80 percant of thy
lossar of the actual charge for the
services or B3 percent of the amoupt
determninad under the physician foe
schedulo for the same services if the
services had baon a
phiﬁdm. Based upon ¢ tation
with the Amerfgan Diatetic Agsocistion
{ADA) to aases; the of rsource
inputs nasd to a 15-minuty
madical nutrition therapy session by &
registared dietitian or profeasional
nutritianist, we proposed the following:

For CPT code 676802—Madies)
nutrition initial sagessment and
intervention, {ndividus!, fage-to-fice
with tha patient, sach 15 minutas, we
id not proposs physician work RVUs
P b ey e
pro’ t P t
modinal nutﬁti?h Ihmp; services moy
only be furnjshed by
dlietitians or awtrition professionals. For

rvluattca b m;im propoaed M?m
[XH1 P maipractics, we prop
0.0 RVUs for & tutal 61 0.48 RVUs,

Por CPT code 97803—Reasssssments
and intrvention, individual, face-to-
face with the Enimt. sach 15 minutas,
e proposad 0.0 work RVUs, 0,34
practice expenss RVUs and 0.01

mﬂ!:mﬂo.m/u: for a total of 098
R

B
Por CPT code 9780¢=Croup. 2 08
mor wgngk Q;cvhb -] (:nlnut-. we
w % 0.14 pragtice
i e RVUs and 0.02 malpractice
ateraion payesosts do o o
] t, the s shown
above mma: to b muitipliad by
the physician fee schedule convarsion
factor and o.st:.(m mﬂectﬂ;:mmory
requirement that payment be 85 pescant
af the amount determined undur the
ph‘clmn fos schaduls),

e al30 stated that, consistent with
the definition in the CPT*a Phystcal
Medicing Rebabilitation codes, & group
s cooglderad 10 ba 2 or mors
ndividuals and that Madicars oo~
o medtion oo el 4pply

m nutide STADY Services.

Commant: The American E?Lt,ﬁc
Aagocintion (ADA) and many
ontoening e pated comitents
co a omant
rate for mdich;uu'firiﬂm therapy
services, They siated tht the por‘g?nnd
toimbursameant rats for thess services L
tao low end would rasult in Hmited
beneficlary access to theso services
#ince privete practice distitians will
choose not to participats, Some
commeanters referanced ratmbursament

MIDTOWN NUTRITION CA

e et

2atas currently paid by private insurens
of $85 10 $125 for 1 tn 1% hourg foran
infifa] visit 803 %85 per hour for follow-
up. They belleve that the proposad rate
for Medicars 15 far short of what was
envisionad by the TN
Cotmenters indicated that the statuts
gurly statey that ‘misal b.numuon

payment 80 percent

m’rm of the actual charge ar 8%

aof the emount delermined under

fﬁ

phiysician fos schednle for the same

service, provided by & physiclan.
Aucordjﬁ‘? commanters, physiclans
who are regirtared distitians, nse B/
M aodes 96213 through 99218 and
99244 when providing madica]
autrition therapy sarvices. The
commaenters stated that B/M codes

80303 90305 ave & ate
roﬁz-n:dml for dmmw

madica) notrition tlm:p paymant, The
commeantars slso state t any
rlinsment of medical nutrition therapy
ner g K o o oy b
undar, at {ove
are the stetutory basis for nwul
Dutrition p 1. Whils
commantare dge that
Ehyniotm may perform othar tasks

#:1deg nutritional assessmont, therapy
and counssling during an office viglt,
they believe those additions] secvices
ave the basie for the Gongrass'
instryction to reimburss non-pilg:!i‘m
providers of medical autrition Py
4t 88 percent of the amount
receive, The AMA's Heglth
Frofsssionals Advisory Committes
(HCPAC) submitted « commant that
n.q:md there should be physicisn
work for medical nuition therapy. This
group pravides recommendations on
val services for codes uped by non-
f:;ﬁ” ders, The HCPAC

cated that it evaluated sach of the

medieal utrition therapy codes and
compmd them {0 services that eze
aviilable to other providers but pot
nutritionlsts (for example, physical
tharapy services). The comment further
stated that the 18 Enent reduction
should not apply because the HCPAC
tiﬁ:k this it nocount when dw;%:oplng

tecommendations, The
further added that thers should be work
valuas for medica) autrition therpy just
a3 thers are for phyeical and
accupetional tharapy,

Response, We havs reviewed the
statute and Jegislative histary. There Is
no indication that Cengress anvisioned
a particular paymant emount ar
expected Wi to nse an BM service 1o
detarraine the value of madical putrition
thunp&acum 103(c) of the BIPA
slates that “the amount paid shall be 80
parcent of the leaser of the ectual charge

S xH: 8,7
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For the services or 85 percent of the
ampunt detarmined under the faa
tchedule established under soction
1848(b) of tha Act for the same seriaes
if furnished by a physicten.” The BIPA
Conference Il;apm m&l:nlm Mftlu
Payment wil] squel * L

actual charge far the swcvics or 85
percent of the amount that would be
pafd under the physiclan fos schedyle if
such services ware provided by a
physteian.* The statute snd Canferenss
Report direct us to patablish the
physiclan fee achedule amount for
nutrition therapy services. The
Mcdicare allowed chargs would equal
100 pervent of the phyriclan fes
sthedule umount §f the services aze
performed by a physictan and 88
parcant of the physician fes schedule
amount {f the services are performed by
a wed distitan or nuirition

En onal. The commentery suggest

Tans do st medic] histortes,
tha mggtui'uﬂ oal:fudanm do
pll';llm yeical axaminations, nor
they maks medical desisions.

Furthermore, when physicians use an E/
M code to repont the provision of

counnl.l.ug‘nr
typically have alss performed o medics)
hlstory, physical examination, aud
iguged in medical decision making ax
art of that service. If such an
dividual pexformed a service that mm
thay nts of an B/M savvice, thea
it would be be apprapeiste for him or
het to repart an B/M service, Further,
wa nate thet the B/M services inolude
not only an amount attributable to
p:y:‘imn work, but ulso pnymaF t for
ysician Cg expenses. Fay
fm, lm 2 few patien: office
vistt [CPT code #9203) ingludes
nt for 50 minutes of nursa fine.
A ltvel 3 astablished patyont office visit
{CPT code 99213) inaludes 38 minutes
of aurse time. Hoth of thess codes
ingluds additonal eouap-nnuon for
medical um:upmem and supplies that
are typi uted in an off{ce vist but
are nel quu part of a mydical
nutrition therapy sarvics, If wa were to
sdopt the commentars’ viaw sad
croaswalk valugs for madical nutrition
tharapy ta an B/M service, we would be
uding payment not only fbr the
caunseling service of the antit!unsr.
but also, ly for the coms of
clinioal personnal that are not fnvolved
In the nutrition therapy serivice.

ltg “
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Commentare (ndicated that the statute erlonned by & physieian who is also a uld not all i d
established tis 85 parcent adjustment to xPeghtmd dloﬂtmdm doss pot make lm mftm.fw :g‘mauof::-

account for activities that arg typinjg it & phyeician's service that requires & ;::Emad déiog.u;::' gr ﬁ‘fﬁ:ﬁ; al

L
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erformed by s physician during an werk RVU. Phygiolans octasionali
B! daxvioe are not performsd by a pacibrm other sarvices m hava no 4 nutrition therapy servics. If a physiclan
autritiozist. The statute and legislative physician work, such as chemotherapy  provides medical nutrition counseling
history do not indicate that the gs administration or the technical 33 part of & patient encounter that mosts
ercant adjustinsnt i3 {ntended to serve compenent of ¢ diagnostic x-ray test. the requirements for sa E/M servics, the

Poipose. In fuct, the commentars  When such services with ag on sitian siclan can by
thersselves note that "consistent with work are performed by a hyls’igan. we ﬁ’%mm-. .mli.!f"d'm fora
other non-physician providers, da not establish » W({n work RVU mmeni; We recaived one comment
relmbutswment is sat at » percentage of Eu&bmnh.n €8 waj parfarmed mcﬁ.mun;ﬂmmr.ln that Medicara
the physiclan's fae scheduls.” Undar the Pﬂ & physician in thet instance, wi qualified providers in private
physician fee schadule, we will paya clans will ocearionally meat the settings or gﬁ-dm o
yeiclan B0 pareent of 100 paréent of statutory qualifications ta be considaced  wheve they may be indepandent

E:; physician foe schedule amount, and, a slered dietittan ar nutrition oontracters, The commentsr algo agked
pl:?lminml who can bl Medicare for  how we totend to P f:rn medical

Ha meﬂf“m Practitionsr provides
a0 [dentical sarvice. Modicero pays 80 modicel nuirition therapy sarvices. In nutrition therapy (u the hospital
srcant of 85 percent of the physician thess cirrumstances, we will pay the outpatient depariment, Tha commenter
schedule amount. Ror instanca, physiclan 80 peccent of 100 percent of  alac aaked for elarificatien on
under CPT tody 98213, 4 level § the physician fee schedule smount. In umﬁlﬁnm of st if' 4 registered
diatitian is an aﬂgp.g;n of physicians or

sstablished patisnt affice visitis cne of  thia unusual circumstance, we are
the n:omommn? n;orviuu pmld.;g by pgﬁngfa » xgzgml nutrition ¥ hnnq.nm antp&t:;inl hmt\ﬂtlil.- poelifiad
phyaicians, istants i rddm 3] 3 care

Rors, Bven section 1883 %lph note uader dieti and numtina:l: Pre n':hnds

aure practiionam. Rven though th sgtion 1863{x}(3)(V) an.
service is considered to be idlnﬁul? we ’hyﬁ:kn’s 1{:Jr£lga under zection who enroll in the Medicare pr
l1:’110311'11(1) of the Act, regardleas of whether thay pmmlen

can by law pay a physician assistant and
nuTse prac umpir ooly 83 pmt of m&ml: Ona comment lndimd madioal :ntitloncﬂthmpy mitm in]an
what wa a b to 8 same 1the 85 parcsnt adjustment sho independeat c# setting, 1]
service. ﬁ’u. in tin cage of other not epply bocause the RVUs we used are  ontpatisat duE:tmmt or any o:ﬁz ‘
;nacuuanm, the p-:;:iugo daes ?nt ng;;uj:n on physician work ord.] s o c\lviﬂ: o mn:puonin! ugvlcu
et that & nions) A practition pEOwoti o deli rovided to patients iy &z inpoatint stay
Jhystelts prectitioner : Commentes ndicated [ a Bodpibal o geiion oL faoiltty.

providas fewsr servicas than a sarvice. This commenter indicatsd na
omad an {ng ts In these cireumstances, our payment to

Eﬂﬁfﬂ"' Beceuas tham is np that we
ation in the statuts that the 85 pnymnr‘h? a0t following the statutory  the hospital or akilled nuretng tacili
gmm adjustment should appl schems and proceeded to apply & 15 inelyday anmnt for madical autrition
ifferently In the context of mocﬂca] paroent discount that is naither falr por dy s tinner

auttition therapy than for other services ressonabls. er medicsl nutition therapy 1n
parformed by non-phyaiclan "a;:lﬁnu. The statute Mustc  any othersefting. including a private

A phyeician fos schedule t’f:i‘;. selting, gﬂ:ﬁm 1438(a){1)(T) of

! ]

practitioneps. wa baltave it ia
Approprists to pay 80 percent of 100 amount for the sapvice and pay 80 toquire it
porcant of the physician fze schaduls percent of 100 parcent of the amountii  equal 80 percent of the lassar of aciusl
anount when medical nuteition therapy the service i provided by s physician ar 80 pevcent of p§ tof
is provided by a phiysician and a0 and 30 percent of 85 parcent f ihs the amount détermined under the

f 85 percant of ths physician Eervica is provided by a registarad ysiclan fse schoduls. Plymw;m tbh:

ot o
:t-ch.duh t when arvice s dietitlan or nutr rofussional. We {ta) quipatient departmient
provi . regisiach an or mrrc undnwthe ph dsf’dan fae schedule,

tion
dad by & registeced dietitian or initlally enties tgnt letans
nutrition pw:vm. wnuldliom bill M«ueu!:h medical ot under the hospital autpetient
In lvfonu t0 the comment about nutrition therapy ssrvicer because they prospactive payment system,
prymont rates of private nsurers for ganeraily would noc mest the statutazy Currant rules reassignment
of banefles would apply to madice!

Medical nutrition therapy, we cannot  tequirernents o bs considered registared

use such informetion (n 4 relative val dietitans or nutrition professionals. In  nutrition therapy. Ws want to
e H emphusiss that medteal sosridion

dyitem to sstablish payment. Saction this circumatance. we agres that it

1348(c) of the Act requires us fo seems unusual 0 apply & raduction for thmp'fnclm ba provided incident to

::lnhlish RVUs that lm]n;&-hu the " ) sarﬂcodt%-t a;'.hdam wougl e & ghy hn.;::qrvlco gm the 4
ative rosources invo in furnts furnishad by a physician. pwever, we  physician meets the quallficatons

differsnt physician fos ::heduln o8 beliave thai the statute requires that to glll Medicate a2 & rogistersd digtitian

sarvicas, . our rale s o establish Modtcars pa: ba based on the 95 or nutrition professfonal. .
t;va‘ppmﬁm relative paymaent percant lw underatand that, Camament: Commenters chiacted to
amounty, The total payment smouatis  although not common, thers ere ths nmhn:;}&gy used to lish the
detsemined under ¢ formula prescrihed  physiclans who do meet the statutory posed for this service. They
in section 1848(d) of the Act. We have  requirements ta be congidesed regiaterad  belisvs it is Inappropriate 1o uge the top-
00 authority to ¢ the formula, dietitians or nutritien profassionals. In =~ downarn Jum methadology to
In response to the HCPAC thess circumstences, our payment to the  detarmine medi nitrition ﬂmngly
recormmendation, we reitsrate that it is physician wil) be based on 100 percent payment, They believe that redic

inappropriats to compare medical of the physitian fee schedule amount, nutrition therapy payment shauld not
nutrition tharapy services to B/M not the 9% parcant that we will pay ta be based on M&T on to & praventive
sarvices parformed by physicians. Whils o e mcs dietjtian or nutritian medicine code (CPT code 09401) In ths
medical purrdtion tharapy may be profassicaal. Wo belisve the statute dero-work pool methodology, The

Ex @7 Q-
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commanters indicated that praventive
medicine sarvicss amit the problem-
arlented um?pnmu of the 1 b
compre e + 48 well a3 other
earantial mmntmguints. such ni the
patiant's chief camplaint and hirtory of
present jliness. They disagres with our
asgsction in the proposed rule that
physicians do not parform nntrition
1mvl::o.s p“uxd assatt th’;:t it Is-do
napproprists to use the top.down or
sero-work methodo togmbluh the
RVU for medical nutrition therepy.
Asaponse: We uss the top-dowzn
ology or no-wotk pool
mnthodul%‘m pu'ﬁ. ths practice
expanse RVUs foe all services prioed
under the Medicare physician fee
sciwdule. Gtven that the statute
Fhould o pala it e eaton tharspy
s ysigian
achadule, v;’: beliovs it u':mmuble
mm& 1o uge the game
nl:g:thlt W nse to deve)
RVUs for physician feg ldud:fl
services, With ¢ to usa of the
preventive me service, wo used a
sexvice that we {3t had similer practiocs
‘cxp;tnu[:.? mad:h’ cal :mriﬁon '.Eg h
2 not cloar wi co axpenses for a
counsel mmuld.ﬂﬁr based
on the health statas of the patent.

Comeni: A commanter eprasevting
digtitians ngkad 0s to caview the
relativity of payment across the thres
madical autrition CPT codes. The
commenter indicated thet paymaent for
CPT code 07603 was set gt 73,9 porcant
of RVUy for CPT code 97802
and 97804 way set 2t 31 parcent of CPT
cade 976802, The commenter argues that,
bacause reaspessmonts are shorter than
initia] assespmonts, the propossd RYUSs
are sctually diacounted twie (that is,
e e o ity o o4 e 05

as leas .

1hut the valus of CPT codas 97902 and
97803 should be tdeatical. The
commpntacs indicated that B/M rarvices
g:mdvdbly physicians do a0t recelve

same discount, The commenter slso
statad that the paymant for OPT code
$7004 was lgas than for other group
sarvices and gave the axample of a nyma
or pharmacist g:\dding nutrition
inatruction undar the ghbom self.
management training beneflt,

Responss; We have reviawed the
payments for CPT codes 97802 und
47603 and agres with the gommenter
that thess two codes should have the
sams valups. Tha easentin] differonce
between an hitial and follow up
medice] nutrition Y servica {s the
time spent performing the service,
laitial visits will be longer than follow-
3 visits and will likely involve
MedSoare paymant for more Incremants
of service. Wa will pay les: for follow

i

—.

up visits becaute they will typlcally
involve fewer 16 minute incryments of
time than an {nitlal vistt, The payment
Iate we are sstabl in this Ainal rule
for CPT code 87803 will be the aqm s as
the ﬂopoud rate fr CPY cods B7802.
We hava also the payment rate
for CPT code 67504 assum ths
:g:n will nthm:h ly be uu-;! U‘ 0 ?h.
ts wi average of 5. Us
reviaed values, the ant ratg grs
it the hotrty ey Vrould
ap s ourly rate
other madical nutrition th
tervices, (We note that the RVD unjtc
betwaan the proposed and final rule
show sorne margina) ¢ bacauss of
thanges mads in the o l::f::n
methodology thet affect all phyrician fee
schadule gervices). We do not agree
with the comgment that “evaluation and
management asrvices provided by
physicinna do not recelvs the sanie
discount,”" B/M service are not tine
based cervices and, as statad ahove, for
many reas0ns are priste
comparisass to medical nutrition
thm;y aervice codes,
B S s e
at ¢ mast 0
that thmt barriags to the medical
nutrition therapy f
Ratponys: Section 108(e) of the BIPA
modifiss soction 1833{a)(1) of the Act to
add subparagraph (T) that requires that
Moedicare psyment &0 parcent of
the lesser of the acrual charge for the
strvicea or 85 percent of the amount
determined under phyaician fee
chedule. The statuts 1 thes sams
coinsutance for medical nutrition
thm;y sorvioes that applies to other
mg a&m rtod that
r SugEge
initinl modical nutpition therapy
sessions for treatment of disbates or
ranal dissase should be billed under
CPT code 87803 and subsequent
medieal autrition sosslons
should be billed under codo 97803,
Neow disgnoses dueto a in
madical conditlon or Emd
complicstions shonld be billed undes
CPT 0ode 97802 and subsaquent
medizal nutrition sesalons
should be bifled 1mder CPT coda 97404,
Response: At ths pressnt time, we arn
pequiring that madics| nutrition therspy
be reported h; wm&m codes §7802,
97003, and 97804, We will revisit our
cod.lngoqutunma when we publizh
the NCD for medical putrition therapy,
The NCD will sat forth the structure of
the medical nutrition therapy benefit In
detail. Wa will make a deeition
concemmning crention or modification of
codes end crestion of modifisrs for

repo maedical nutrition ¥y
nnc::lh?NCD has been publm Unl

the NCD) is publishad, creation or
modification of codss and creation of
modifiers would be man;xh:t he

s WP ara ﬁqtlil'ln[
inital individual medical rutriion
therapy viatt ba sported a1 CPT code
97802 and all follow up visits [foc
intervantions and resssetsmonts) fo¢
individual med!{oal putition therpy be
repored as CFT cods D7893. All grou
medical sutrition therapy visits m
be raported as CPT codd 97804 whather
thay are initia} or follow up vigits.

: Commanters urged us b
defing medica) autrition tharapy
descriptors congist s They stated
that the descriptors in%ahlc 3olthe
propossd ruls sthould sgree with the
descriptors lw 414.153.

AResponse: We agres. We will maky the
daml;mfo:nmd dutrition
therapy consistent with the
nomanclatars in CPT and our

ong,
nt We recadved & commant
that recommended that we conaider
incjuding additional jtema in the
practice expense 4 for medtcal
Nuirition . Ths coxmnanter
indicated that inputs should include
staff costs for training on bil

proceduras, Health lnlmno;"?ntﬁblltly ,

and Accountability Aot tratning, sudi
sxpensed, and other costs resulting frem

Madicars policies and pdures. The
tommentsr indicatad thet expenses of
ngmd distittans in private practics
ditfar Ifitle from other tonars.
Response: Thare are two major data
sources used in the practice sxpense
moélhodol tlln:m of direct h;pm
an 8 axpanse per howy
ipformaton froF::tho Am'a

Soolosconamie Monitaring Survey. At
this time, we are the practice
expanse per hour for ol physictans to
establish the prectice axpense RVUs for
modics} nnmltilrnn tharapry, We are nat
currently uping the sstimatss of direqt
scpansas for medicsl nutrdtion tharapy
because the ssrvices are valued in the
Ro-work pool. However, we are
msearching alternatives to the no-wark
poal that would allow all no-work
sarvices to be prioed unde the top-
dowr methodology. i wa develop such
a0 altarnative, the estimates of direet
expsnsss will be important In
dat-m;]nin; the R\I:n for megical
nuirition therapy. Indirct axpenses ars
hased oo yﬂ%{m work sud dirsct
inputs, We balisve that many of the
coats identifiod by this cammenter are
indirect conts that would liksly bs
included in prectice expenses Teported
through the SMY survey, Since the
commanu'; lu.:1 tuuuumhst practice
enses for private practice ragistered
:uxfuum difter Iittle from other
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practitionsrs, we balieve the average amoun: that the ugh siclan or
practics expanss pee hour for all practitioner would have been pald
physicians 18 sufficient 1o use in the under Medicare had the sarvice besn
practice sxpanse methodology. furnlshed withm'.n the use ofa
Result of Bvaluation of Cominents w{ﬂm‘mc:‘ﬁngﬁﬁd fora

The mmt rute we are astablishing  facility foe payment for the periad
in this rule for CPT coda 97803 beginning gmbar 1.1001
will be the same as the yate for CPT code  Decomber 33, 2002, to the originating
$7802. Wa are also chag the aite 0f $20. For sach subssquent yoar,

paymant rare for CPT mﬁnm usring
the assumption that the code will
m‘th :ﬁly be billod’fgr 6 :&: atients
with the of 6. [
rovised vﬂmo paymant rats for
group modical nutriton tharpy will
approximate the hourly rate paid for
other medical nunition thempy
sorvices,
F. Telaheolth Services

Beginning October 1, 2001, the BIPA
mindag‘:octinn 1834 pg ti;:l:nct o
spectfy that we pay & 2 as
dafined In section 1881(z) of the Act) or
a pragtitioner (described in ssction
1842(b)(18)(C) of the Act) for telahealth
sarvices that aye ad vina
telscommunications system 1o an
aligitle tlebealth individual.

¢ BIPA defined Medizare telehealth

secvices as professional consuhations,
office or ¢ther outpatisat viaits, and
office asrvices identified as
of July 2, 2000, by CPT codes 90241
through 96275; 98201 through 98218,
90004 through 00808 and 908632 (and s
Wy may tly modify) and any
addtiional service we spatify. The BIPA
defines ap eligthle telehoalth individual
a3 an individual enrolied under Part B
who recalves a telahealth servica

fapnished at an nrlsi?ldng sita,
Section 1434(m) of the Agt, as added

by the BIPA, mited an originating site
to « physieian's ar practitioner’s office,
heapita), critioal accass hospital, rucal

th clinic, oF Fldl::l.?' qualified
haalth center. Additiopally, the BIPA
specified that the prigineting site must
be iocated in one of the following
geographic arena;

s Inan mthatudui&utadul
rural health professionsl areg
(HPSA) under section 332(8)(1)(A) of the
Public Health Service Act,

= In a county that is ngt Inclyded 1
a Matrapoliten Statistical Area (MSAJ,

Howsvar, an entity participating la s
!’eo:l.n-ulmt t:‘m::'d‘i,cina tmon:mu‘d bym
pro t aeh ARprav , or
receives funding from us as of December
33, 2008 would not be required to be in
s sural HPSA of non-M3A.

Tha BIPA slso required that we pay a
Ehyumn of practitionec Jocated at a

tstant site that furnishes 4 telehsalth
service to an eligible telohealth
baneficiary an amount equal to the

the facility fes for the preceding year ls
increassd by the parcantage increase in
the MI] as ed in section 1842(13(3)
of the Act. Tho BIPA also smoended
section 1838(a}{1) of the Act to specily
that the amount paid must he 80 percant
of the lessar of the actual ahazge or the
amounts spectfied in new section
1834{ra)(2) of the Act.

In prder for us 10 have this benedlit
axpansion jmplamented timsly, we bave
used a progiam memomudum. The

mﬁn memorsndiun was sffective
ber 1, 2001. This final rule will be
sffactive January 1, 2002,

The rule pubfished on August 2, 1001
el ol

. ans of saction

ugtlml of tho Act, as addad by the
BIPA, that change Medicare psyment for
telshsalth services.

We toreviss §410.7810
that Msdicare beneflclaries are
for talahsalth services only if

ihay recetve servicos feomn an

aita located in efther 2 nipal HPSA ar
defined by saction 822{a)(1)(A) of tha
Public Yealth Services Actorina
county outside of 8 M8A as defined by
saction 1888(d)(2){D) of the Act.

1. Definitions

Section 1834(m){4){F) of the Act,
which was added by the BIPA and
became offactive for :ewloes:ammg
Octoher 1, 2001, definad telebeslth
sorvices as professional consultations,
office and ather outpatient visits,
individual peychotherspy,
pharmacologic management, and wny
additicnal setvice we spectfy.
Addittonally, this pr on identified
covared sarvices by HCPGS cades
identified a5 of July 2, 2000, We
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§5281

also sollcited comroente wbout apecific
services that may be nsrxopﬂate 10 be
coveyed undar the Medicare tslshealth

bensfit,

In this finel rule, we are specifying at
§ 410.74 that, axcept for the usa of store
and forward reshnology in the
demonstration programs conducted In
Alaska or Hawaif, an interective
telscoramunications system must be
used and the madical exanination of
the patient must be at the control of the
physician ar dpncdtiouu ot the distant
sits. We ara definlog interactive
telscommunications systom ar
multimedia communications equipment
thzt includes, at a m apd{o and
video eguipmant two-way,
real-time interective tommunication
between the pationt end physician or
1:1racuunnar at tﬁ; tt!unntl site. We are

20 tele 08,
&mﬁmm nic matl

do not maet the definition of an
Intermctive telecommunications system.

A patient need not be present for a
Pedgral telemadicina damonstration
&'ﬂﬂlﬂ conducted in Alaska or Hawail.

G are d?ocﬂying thet for Federal
telemad{cine demonstration programs
Msdboare pivment s permitnd fo

care payment r
to!ehnlthpv:ﬁm chronous store and
forward technologles, tn single or
o adia e, axe Lsed Ak &
substitute for an intersative
tolecommunications system,
Additionally, we are speciiying that the
physician of practitionsr st the distant
sita st ba affiliated with the
demonstration .

Waare asynchronous, siore
end forward technologiar, s the
transmission of the patient’s medical
information from an %léginulnq sita to
the phyalcian or pracutionar at the

distant sits. The physician or
practitioner at m.}.'ﬂmm site can

review the medical case withoul the
patient boﬁpuum An agynchroncus
telecommunications rystem in single
media format doss nat include
talephone cally, images mansmitted via
mile machines, end text massagos

roposed to rovise § 410.78 10 without visualization of the pstient

‘mplement this caverage expansion t¢  (electronic mail). Photogxaphu must be
include the following services (snd specific to the patlent’s medical
carrosponding CPT codes): condition and adeguate for rendseting or

. Gomlugm (codes 99242 through co a diagnosls or trastment
om% plan. . wr ase defining the

» Officn and other outpatient visils otlci.mﬂ.nf site a5 the location of an
{codes 8B201 t.hmusg 29318}, oligible telshealth individual at the time

o Individua) psychaotherepy (codes the service being furnished viaa
Oosa;hthro% 90809). 4o talecommunications systsm ocours.
sonca Tncologic management (codé ;. conditions of Payment

W3 snlicited comments regarding the The BIPA changed the telepressntar
guidelines that we should ugeto make  voquirements, In accordance with

additions ar deletiong of sarvices. W

saction 1834(m}(2)(C) of the Act, &
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Provider Explanation of Benefits Page 3 of 3

PROVIDER NUMBER STATEMENT DATE TAX 1D Enﬁ,p”-e @@
 ethon Sucsuns

PROVIDER NAME
MIDTOWN NUTRITION CARE 9203E 03/10/05 132845837
SITE NUMEER CHECK NUMBER
100 0000026514400

Detail of Claims /_\ . ) — e
PATIENT ACODUNT NUMBER _ MEMAER 1D CONTRACT TYPE B

PATIENT NAME |
132171 50810214700

Servios (" Pvomiere Cots: 9789& (3. 02/25/05 - 02/25/05

tnformation r3 ol Umits:

Payment Allowed &mogu _ iy e

Cauloulation - —_— P

Copayment \ ‘ /{ N0 S v .-
wﬁm for this Service:
Total Patient Responsibility: L
[ /2 ! ) \ Total Paymens for this Claim:

THE FACE OF THIL DQULLIERT Maks A ElLUhP.\‘;'.?'.fiHE‘Lt‘vD 1k 0T ﬂL‘J‘E DO ROT CASH

O0ESILLDO" OB EDS7SEE 20799004 3 L8 500

C X7 L
? FPARAGSE s oF «
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REMITTANCE ADVICE Pege tof 2
Vendor Name: ROBERT L, HOWARD TIN; 132845837
Vendor D i p . Cheok Number: 28419702 0%-12-2008
Pravider Nams: GROSSANO, DEBRA
Provider (D: P2679923
Clatm #: 43B3TN18320
cop
(un' —samt mmw Dadeciils Coper/Calos A OB Harment
EDlll.l‘llll‘l'l 1HIT 2:01-PT EA 15 ge3.80 ‘ 10.00 268.80
TOTAL CLATM AR TIM IS X 00 10,00 000\ 208.80/
mﬁu Withisld Dedustible Cepay/Ce-ins con Paymant
Amt Amt _Amt Amt
Clalm Paymaent Summary TN 30000\ 29n80 10.00 288.80
Check Summary
TotatPald ........ 258.80
CheciDats. ....... Janua_ry 12, 2005
PaldTo........... ROBERT L HOWARD )
Check Numbaer.. ... 28419702 » ] )
- f Pt
< 6 X §4Y §O
\ .
M Fasgepd Perid
- 4 BT TR T :

| e

CATTENT?ON.’ THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIOUS MATTE?S)

Oxford Health Plans (N¥), Inc.

DEYACK KEKR Ple;;e see [ast page for ﬁl‘ﬂ!ﬂ-’ m
ﬂwlun; CDPY , Inc. ChsnMnﬂuanmkDelmm 62-26
ﬁ MaiieBs., Trunbill; c‘reaﬁsu Wilmingion, DE, 19801 311 26419708
PAY: Januery 12, 2008

mw wwﬁ,@;m snd ’o mgpggjtuitu—ogtotuﬁtttdattntpno't-otﬂ.

. m ke

258.80

®2BLLG70 2 1O3LI002ETE 630ILLERLL SORe

S 1817 C - (RCE QL OoF Y
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REMITTANCE ADVICE

TIN: 132845837

Vendor Name:
Checlkc Number: 28582141

PaGE 21

Page 1 of 2

02-12-200

Vendor D ¥

Provider Name: GOLDFARB, BETH

Provider ID: P2588860
: S022N1T7157
Withtwld D
. |°" }“"“"‘ At 1 CopmyCoine M
012008187863/ MEDNUTRITTX; F/V 1:1-PTEA 15 2/ 10000 16.00
S 100.00 16.00
mooiw| 5 evecmitewcos  gn e
Cialm Paymaent Summary N \__toood 80.64 1s.00 $5.04
Check Summary
TotalPald ..... ... 65.64
CheckDate,....... February 12, 2005
PaldTe........... ROBERT L HOWARD
Check Numbar. .... 28582141
S R W
« 2 X 970,32 |
“
e — l'f" a) e
“— L ! @ en 7' ! ()C" _
( S -
!

Vol e e -~

CA TTENTION: THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIOUS MA TTE?S')

T " Oxford Health Plans (NY), Tnc.~ ~

Please soe last paga for Appeals Rights

weasb8etb b O33100267: B30 ILLER WL SOgm

CKetiBI7T g e PACE I OF o
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¢
)

e o
7, T

L
Ak
) MIDTOWN NUTRITION CARE
! 119 WEST 57TH ST.
NS STE 1414
P NEW YORK ., NY 10019-2401

_‘.‘ I T
;}uﬁf" ignét {V’s*

A

B T L T -.L-g‘: Fs . lxﬁ l’_ﬁ,aﬁ 1,,.. A s ,&{j‘.ugi g‘, 3 i" L

“w

i 3 wnd o LR
* GROUP HEAIH mconnoww PC.BOX 184, NEW YORK N Y |u| PRI OETACH BEFORE CASHING EXPLANA"ON o;: sekems cuecx NUMBER

Check Dat.p 08/13/04 9582198
Provider: GOLDFARE BETH R RD

The information below summarizes GHI's claim settlement(s) for the service(s) and
patient(s) listed.

Certificate{a)/ |Claim cct No(s}/ {Charge(s) coPaymeni::(sJ 7 Benefit ,
.Servicw umber(s)-fPatient(s) [Submitted Applied Payment(s) {Note(:
=, : ;

07/31/0¢ EMNCE171966 $50.00 §15.00 $20.00
07/31/06 BHCE171966 50.00 18, $ 20.00
07/31/04 KEMC6171966 50.00 15.00 20,00
07/31/04 EMCO171966 50.00 15.00 000 |
—_ ™
#60.00 é ey
2 Near & z Basic Allowance
SVL‘ (g 7 Co-payment
W €L, ﬁﬂé 15 Payment To You
{‘d{ 5 = ol 2
oS A ]
07 Lt &0 -,

Note(s): s A _ "

Te report suspected fraud, call GHI's Fraud Hotline at ]-888-4-KO- =FRAUD
(1-888-456-3728) or e-mail kofraud@ghi.com

g\cﬁ'a@l'f et : : .
PAGE 1 oF
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention CMS-1502-P

PO Box 8017

Baltimore, Md. 21244-8017

We are commenting on proposed changes in the 2006 Physician Fee Schedule,
specifically related to CPT codes 34101, 34111, 37204, 37205, 37607, 75710,
75827, 75894, 75898, 75960, 75962, 75978, 75827.

Item 1
The proposed 2006 Physician Fee Schedule has removed payment for the following
codes in the non-facility setting:

34101 Embolectomy or thrombectomy, with or without catheter; axillary,
brachial, innominate, subclavian artery, by arm incision

34111 Embolectomy or thrombectomy, with or without catheter; radial or
ulnar artery, by arm incision

37607 Ligation or banding of angioaccess arteriovenous fistula

37204 Transcatheter occlusion or embolization (eg, for tumor destruction, to

achieve hemostasis, to occlude a vascular malformation),
percutaneous, any method, non-central nervous system, non-head or

neck

75894 Transcatheter therapy, embolization, any method, radiological
supervision and interpretation,

37205 Transcatheter placement of an intravascular stent(s), (except coronary,
carotid, and vertebral vessel), percutaneous; initial vessel

75960 Transcatheter introduction of intravascular stent(s), (except coronary,

carotid, and vertebral vessel), percutaneous and/or open, radiological
supervision and interpretation, each vessel

75898 Angiography through existing catheter for follow-up study for
transcatheter therapy, embolization or infusion

All of these codes have been available for use in the non-facility setting in the past.
They have been shown to be effective and safe in the free standing facility. They have
been routinely used by Interventional Radiologists and Nephrologists.



If these changes take effect, it will materially interfere with medical care offered by
Interventional Radiologists and Nephrologists, most of who operate in free-standing
facilities. It will result in a degradation of the quality of medical care and interfere
with the patient’s right to choose their medical care provider. Additionally, it will
increase the cost of vital medical services to CMS by requiring fragmentation of
bundled procedures, duplication of services and a shift from an out-patient
envircnment to the hospital.

Codes 34101 and 34111 are codes for procedures that are used to treat complications
of other vascular access procedures, namely thrombectomy. The major complication
of a percutaneous thrombectomy is the migration of an embolus to the feeding artery.
When this occurs it blocks blood flow to the hand and to the digits. If not treated in a
timely manner, it can have disastrous results. Fortunately, the complication is rare and
fortunately, it can be treated in a timely manner resulting in a complete resolution.
However, if the code is no longer included, there will be a tendency to delay
treatment and refer to the hospital. This will result in increased risk to the patient,
prolongation of the accompanying discomfort, duplication of services and a
significant increase in cost. In these instances, instead of the patient being returned to
the dialysis clinic for their regular dialysis, they will be sitting at the hospital in pain
for several hours without dialysis waiting for a treatment at an alternative site.

Codes 37607, 37204, 75894, and 75898 all relate to the treatment of fistula failures
by Interventional Radiologists and Nephrologists. The nephrology community and
especially those involved with dialysis access intervention have seen the need for
increasing the number of functioning fistulas in our dialysis patient community and
have made a real commitment to this effort. A significant number of fistulas that are
created have early or primary function. This means that they never develop
adequately for use. It has been shown through a number of publications that a very
large percentage of these failed fistulas can be salvaged. This effort is critical to the
development of a fistula based strategy in the US. Interventional Radiologists and
Nephrologists have and continue to take the lead in this effort. Since most work in
free standing facilities, removing these codes will materially affect this effort.
Unfortunately, it is at times not obvious until the case is underway that such a
procedure will be required. This means that if they are necessary for the success of
the case, the procedure will be only partially done. The patient will then be referred to
the hospital for a duplication of services and added expense, inconvenience and
discomfort with no added benefit as it relates to success or safety.

Codes 37205 and 75898 are codes that relate to a procedure used to treat a
complication. The major complication seen with venous angioplasty is rupture of the
vein. Fortunately, this is not a common occurrence and fortunately, in the vast
majority of cases it is a minor complication requiring no change in medical
management. However; occasionally, this complication requires the placement of a
stent. This can be easily done at the time and doing so saves a vascular access that
would otherwise be lost. If it is not done at the time, a situation which deleting this




code would create, then it very likely can not be accomplished. In this instance the
patient would lose their access, require a dialysis catheter with all of its
complications, be referred to the hospital and require the placement of a new access.

Item 2
Additionally, the proposed 2006 Physician Fee Schedule has reduced the RVRBS unit

value for the following codes in the non-facility setting:

75710 Angiography, extremity, unilateral, radiclogical supervision and interpretation
75827 Venography, caval, superior, with serialography, radiological supervision and
interpretation

75962 Transluminal balloon angioplasty, peripheral artery, radiological supervision
and interpretation

75978 Transluminal balloon angioplasty, venous (eg, subclavian stenosis),
radiological supervision and interpretation

These are codes that are very commonly used by Interventional Radiologists and
Nephrologists. Since most of these practitioners operate in the free standing, non-
facility setting, they must support the facilities operation without the benefit of
facility charges. This is accomplished through the use of the fees generated by these
radiological supervision and interpretation codes. Since the cost of these facilities is
continuing to rise, cutting the payment for these commonly used codes will
jeopardize their economic viability. Simply stated, they will be required to close. This
will result in a degradation of the quality of medical care and interfere with the
patient’s right to choose their medical care provider. Additionally, it will increase the
cost of vital medical services to CMS by requiring a shift from an out-patient
environment to the hospital for the patients currently being served and will slow the
migration of patients currently locked into a hospital based environment to the out
patient setting.

We do not feel that these changes are in the best interest of the patients that we serve.

Sinczly, 3 OW\

Dr. Gastone Crea, MD.
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James F. Tritz, M.D. . Sherry Rivas, MSN, RN, BC, FNP
Cardiology

September 27, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

Po Box 8017

Baltimore MD, 21244-8017

| am writing with regard to the 2006 Proposed Physician Fee Schedule Rule that was published in
the August 8, 2005 Federal Register. Under the Proposed Rule, there are a number of CPT
codes related to cardiac monitoring services which would suffer drastic payment reductions,
including some cuts of up to 90%, and | encourage CMS to stop implementation of the new RVUs
applied to these codes until a better assessment of their impact could be completed. The
affected codes include the codes for holter monitoring, cardiac event monitoring, pacemaker
monitering and INR monitoring.

In reviewing these decreased RVUs, CMS should be mindful of the following points:

1. Cardiac rhythm abnormalities impact millions of patients each year, resuiting in over a
million hospitals annual admissions and an even greater number of emergency room
visits.

2. Cardiac monitoring services are a critical measure in the prevention of serious cardiac
conditions and allow doctors to treat a patient before his or her illness progresses to a
stage requiring hospitalization or surgery.

3. Cardiac physicians rely heavily upon Independent Diagnostic Testing Facilities (“IDTF")
to provide cardiac monitoring services (and other related services) to their patients. In
fact, for some services, IDTFs are responsible for a substantial portion of the procedures
performed on patients.

4. Due to the constant nature of cardiac monitoring, IDTFs must operate on a 24 hours a
day, 7 days a week basis and maintain a complex infrastructure in order to accurately
monitor patients.

5. The decreased payment rates currently proposed under the Rule will single-handedly
drive IDTFs providing cardiac monitoring out of business, resulting in reduced
accessibility of these important services for beneficiaries and increasing overall Medicare
costs by hindering a physician’s ability to stabilize and treat cardiac conditions before
they require expensive surgeries and hospitalization.

Thanks you for considering my comments,
Slnce \

C_/ £ P f /l{))

James Tritz, M.D.

JCMG Medical Building * 1241 West Stadium Boulevard « #2100 « Jefferson City, MO 65109
Office 573/ 635-JCMG (5264) « Renew Prescription 573/ 556-5737 » Fax 573/ 761-4611 » www.jomg.org
-

Compassionate » Cost-effective » Community Health « Comprehensive
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention CMS-1502-P

PO Box 8017

Baltimore, Md. 21244-8017

We are commenting on proposed changes in the 2006 Physician Fee Schedule,
specifically related to CPT codes 34101, 34111, 37204, 37205, 37607, 75710,
75827, 75894, 75898, 75960, 75962, 75978, 75827.

Item 1
The proposed 2006 Physician Fee Schedule has removed payment for the following
codes in the non-facility setting:

34101 Embolectomy or thrombectomy, with or without catheter; axillary,
brachial, innominate, subclavian artery, by arm incision

34111 Embolectomy or thrombectomy, with or without catheter; radial or
ulnar artery, by arm incision

37607 Ligation or banding of angioaccess arteriovenous fistula

37204 Transcatheter occlusion or embolization (eg, for tumor destruction, to

achieve hemostasis, to occlude a vascular malformation),
percutaneous, any method, non-central nervous system, non-head or

neck

75894 Transcatheter therapy, embolization, any method, radiological
supervision and interpretation.

37205 Transcatheter placement of an intravascular stent(s), (except coronary,
carotid, and vertebral vessel), percutaneous; initial vessel

75960 Transcatheter introduction of intravascular stent(s), (except coronary,

carotid, and vertebral vessel), percutaneous and/or open, radiological
supervision and interpretation, each vessel

75898 Angiography through existing catheter for follow-up study for
transcatheter therapy, embolization or infusion

All of these codes have been available for use in the non-facility setting in the past.
They have been shown to be effective and safe in the free standing facility. They have
been routinely used by Interventional Nephrologists.

If these changes take effect, it will materially interfere with medical care offered by
Interventional Nephrologists, most of who operate in free-standing facilities. It will

300 Bailey Drive, Suite 107 ¢ Stewartstown, PA 17363
Phone: 717.235.0181 + Fax: 717.235.4291
www.americanaccesscare.com




result in a degradation of the quality of medical care and interfere with the patient’s
right to choose their medical care provider. Additionally, it will increase the cost of
vital medical services to CMS by requiring fragmentation of bundled procedures,
duplication of services and a shift from an out-patient environment to the hospital.

Codes 34101 and 34111 are codes for procedures that are used to treat complications
of other vascular access procedures, namely thrombectomy. The major complication
of a percutaneous thrombectomy is the migration of an embolus to the feeding artery.
When this occurs it blocks blood flow to the hand and to the digits. If not treated in a
timely manner, it can have disastrous results. Fortunately, the complication is rare and
fortunately, it can be treated in a timely manner resulting in a complete resolution.
However, if the code is no longer included, there will be a tendency to delay
treatment and refer to the hospital. This will result in increased risk to the patient,
prolongation of the accompanying discomfort, duplication of services and a
significant increase in cost. In these instances, instead of the patient being returned to
the dialysis clinic for their regular dialysis, they will be sitting at the hospital in pain
for several hours without dialysis waiting for a treatment at an alternative site.

Codes 37607, 37204, 75894, and 75898 all relate to the treatment of fistula failures
by Interventional Nephrologists. The nephrology community and especially those
involved with dialysis access intervention have seen the need for increasing the
number of functioning fistulas in our dialysis patient community and have made a
real commitment to this effort. A significant number of fistulas that are created have
early or primary function. This means that they never develop adequately for use. It
has been shown through a number of publications that a very large percentage of
these failed fistulas can be salvaged. This effort is critical to the development of a
fistula based strategy in the US. Interventional Nephrologists have and continue to
take the lead in this effort. Since most work in free standing facilities, removing these
codes will materially affect this effort.

Unfortunately, it is at times not obvious until the case is underway that such a
procedure will be required. This means that if they are necessary for the success of
the case, the procedure will be only partially done. The patient will then be referred to
the hospital for a duplication of services and added expense, inconvenience and
discomfort with no added benefit as it relates to success or safety.

Codes 37205 and 75898 are codes that relate to a procedure used to treat a
complication. The major complication seen with venous angioplasty is rupture of the
vein. Fortunately, this is not a common occurrence and fortunately, in the vast
majority of cases it is a minor complication requiring no change in medical
management. However; occasionally, this complication requires the placement of a
stent. This can be easily done at the time and doing so saves a vascular access that
would otherwise be lost. If it is not done at the time, a situation which deleting this
code would create, then it very likely can not be accomplished. In this instance the
patient would lose their access, require a dialysis catheter with all of its
complications, be referred to the hospital and require the placement of a new access.




Item 2
Additionally, the proposed 2006 Physician Fee Schedule has reduced the RVRBS unit
value for the following codes in the non-facility setting:

75710 Angiography, extremity, unilateral, radiological supervision and interpretation
75827 Venography, caval, superior, with serialography, radiological supervision and
interpretation

75962 Transluminal balloon angioplasty, peripheral artery, radiological supervision
and interpretation

75978 Transluminal balloon angioplasty, venous (eg, subclavian stenosis),
radiological supervision and interpretation

These are codes that are very commonly used by Interventional Nephrologists. Since
most of these practitioners operate in the free standing, non-facility setting, they must
support the facilities operation without the benefit of facility charges. This is
accomplished through the use of the fees generated by these radiological supervision
and interpretation codes. Since the cost of these facilities is continuing to rise, cutting
the payment for these commonly used codes will jeopardize their economic viability.
Simply stated, they will be required to close. This will result in a degradation of the
quality of medical care and interfere with the patient’s right to choose their medical
care provider. Additionally, it will increase the cost of vital medical services to CMS
by requiring a shift from an out-patient environment to the hospital for the patients
currently being served and will slow the migration of patients currently locked into a
hospital based environment to the out patient setting.

We do not feel that these changes are in the best interest of the patients that we serve.
Si ,

Raymond D. Figueroa
Chief Executive Officer
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61 West Carleton Road
Hillsdale, MI 49242

Phone: (517) 439-5411
Fax: (517)439-5418

Barry J. Collins, D.O.
Adam J. Geller, PA.-C

The Bone & Joint Center

of Hillsdale County

September 28, 2005

Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

RE: File Code CMS-1502-P
To Whom It May Concern;

In response to a request from the American Osteopathic Academy of Orthopedics
which I received (copy attached), I am submitting to you a summary of the casting
supplies I use for the various surgical CPT codes which are being considered under the
above-referenced file code. Pursuant to the instructions I received, one original and two
copies are enclosed.

I am sending this information to you hard copy since it was prepared in the Excel
format. For some reason, [ am unable to transmit it to you electronically even though the
information I received stated that Excel is an acceptable format.

I hope you find this information helpful.

Sincerely,

Barry J. Collins, D.O.
BIC/jlc
cc: Morton Morris, D.O., 1.D.

Enclosures
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. The Bone & Joint Center of Hillsdale Coun LE"

From: "Dr. Morris" <mmorris@nova edu>
To: <AQAQO@list.acast.nova.edu>
Sent: Monday, August 22, 2005 4:14 PM

Subject: Proposed Medicare fee change - Important for you to review.

This is information I just received. Please review and act accordingly.
Morton Morris, D.O, J.D.

Executive Director

American Osteopathic Academy of Orthopedics

(954) 262-1700

NEW MEDICARE PROPOSED FEE SCHEDULE NEGATIVELY IMPACTS ORTHOPEDICS

The new Medicare proposed fee schedule was released August 8 and is open for comment until 5 pm
September 30, 2005. =

In 2000, Medicare unbundled splint and cast sapplles allowing them to be billed separately under
HCPCS codes. The new fee schedule proposes to eliminate these HCPCS codes for billing cast and
splint supplies and bundling cast and splint supplies under the surgery codes.

CMS is asking for feedback specifically as follows:

“For this reason, it is imperative that the relevant medical societies review the "Direct Practice
Expense Inputs® on our website at www.cms.hhs.gov/physicians/pfs (under the supporting documents
for the 2006 proposed rule) and provide us with feedback regarding the appropriateness of the
type and amount of casting and splinting supplies. We are also requesting specific information about
the amount of casting supplies needed for the 10-day and 90-day global procedures, because these
supplies may not be required at each follow-up visit; therefore, the number of follow-up visits may
not reflect the typical number of cast changes required for each service. The following cast and
splint supplies have been reincorporated as direct inputs: fiberglass roll, 3 inch and 4 inch; cast
padding, 4 inch; webril (now designated as cast padding, 3 inch); cast shoe; stockingnet/stockinette,
4 inch and 6 inch; dome paste bandage; cast sole; elastoplastroli; fiberglass splint; ace wrap, 6 inch;
and kerlix (now designated as bandage, kerlix, sterile, 4.5 inch) and malleable arch bars. The cast
and splint supplies have been added to the following CPT codes: 23500 through 23680, 24500
through 24685, 25500 through 25695, 26600 through 26785, 27500 through 27566, 27750
through 27848, 28400 through 28675, and 29000 through 29750."

To read the provision in the Federal register, go to:
http://www.cms.hhis.gov/providerupdate/r¢gs/cms1502P.pdf . You may read the entire 302 page
document or go to page 16 of the document, which is page 45778 of the Federal Register, first
column with the heading "Payment for Splint and Cast Supplies.”

If you comment, you must refer to file code CMS-1502-P. Facsimile comments will NOT be
considered.

08/23/2005
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Bwing information is taken directly from the Federal Register.

You may submit comments in one of three ways (only submit your comments once, CMS will eliminate
duplicate submissions):

1. Electronically. You may submit electronic comments on specific issues in this regulation to
http://www.cms.hhs.gov/regulations/ecomments. (Attachments should be in Microsoft Word,
WordPerfect, or Excel; however, we prefer Microsoft Word.)

2. By mail. You may mail written comments (one original and two copies) to the following address
ONLY: Centers for Medicare & Medicaid Services,

Department of Health and Human Services
Attention: CMS-1502-P, P.O.

Box 8017

Baltimore, MD 21244-8017. .

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

3. By express or overnight mail. You may send written comments (one original and two copies) t¢ the
following address ONLY:

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention:

CMS-1502-P

Mai! Stop C4-26—05

7500 Security Boulevard

Baltimore, MD 21244-1850.

4. By hand or courier. If you prefer, you may deliver (by hand or courier) your written comments
(one original and two copies) before the close of the comment period to one of the following
addresses. If you intend to deliver your

comments to the Baltimore address, please call telephone number (410) 786— 7197 in advance to
schedule your arrival with one of our staff members,

Room 445G

Hubert H. Humphrey Building
200 Independence Avenue, SW.
Washington, DC 20201;

08/23/2005




Q-Code Summary for File Code CMS-1502-P

Bamy J. Colling, D.O.

The Bone Joint Center of Hillsdsle County
81 W. Carleton Rd.

Hillsdats, M1 40242

D6

(517) 439-9377
Total # Casts
Total 8tockinette Used Webroll Used Total Fiberglass Tape Used Other
| Surgical Code| Cast Type* 3 - - . 7 [ 3 | & ] & Supplies
20
90
90
90
R A
90
90
90
80
90
90
Ao ¥ T ; i GRK CNEEE
90 2 36" 2 4 2 2 2
90 1 18 1 2 1 1 1
80 1 18 | 2 1 1 1
920 1 18 1 2 1 1 1
90 1 18 1 2 1 1 1
o0 1 18 1 2 1 1 1
20 1 18 1 2 | 1 1 1
920 1 18 1 2 1 1 1
e = R IR S K
20 1 18 1 2 1 1 1
20 1 18 1 2 1 1 1
20 ’ 18 1 2 1 1 1
90 1 8 1 2 1 ] 1
20 1 18 1 2 1 1 1
) 1 18 1 2 1 1 1
20 1 18 1 2 1 1 1
80 1 18 1 2 1 1 1
90 1 18 1 2 1 1 1
90 1 18 1 2 1 1 1
0 1 18 1 | 2 1 1 1
80 1 18 1 2 1 1 1
90 1 18 1 2 1 1 1
90 1 18 1 2 1 1 1
S N MR, T g B R A o
90 /2LA 48" 2 5 2 3 2
90 | 2 SAC/ILAC 4z 1 4 1 3 1
90 4z 1 4 1 3 1
80 47 1 4 3 3 1
80 2 SACALAC 4 1 4 1 3 1
90 1 1 1
o0 12 1 1




Q-Code Summary for File Code CMS-1502-P

Barry J. Colling, D.O.

The Bone Joint Center of Hillsdale County
€1 W. Carleton Rd.

Hillsdale, M| 49242

{517) 430-9377

Total # Casts
Global throughout Total Stockinette Used Total Webroll Used Total Fibarglass Tape Used Other

26600 90 SAC 1 12 1 1

26603 20 SAC 2 24" 2 2

26615 20 SAC 1 12 1 1

26720 %0 SAC 1 12 1 1

26725 90 SAC 1 12 1 1

26727 20 0

26736 80 SAC 1 12 1 1

26750 90 0

26755 80 0

26765 S0 0

26775 0 0

27500 20 LLC 1 48 2 4 3
27502 80 LLC 1 48" 2 4 3
27508 80 0

27507 90 LLC 1 48" 2 4 3
27508 20 LLC 1 48" 2 4 3
_27511 90 LLC 1 48" 2 4 3
27514 20 LLC 1 48" 2 4 3
27520 90 LLC 1 48" 2 4 3
27524 20 Lic 1 48" 2 4 3
27530 S0 LLC 1 48" 2 4 3
27535 20 LLC 1 48" 2 4 3
27536 20 LLC 1 48" 2 4 3
27540 90 LLC 1 48" 2 q 3
27550 80 _LLC 1 48" 2 4 3
27552 80 LLC 1 48" 2 4 3
27560 20 _LLC 1 48" 2 4 3
27750 90 [LLC/SLC/SLWC | 1of each 60" 48" 2 [ 6 4 5
27752 90 |LLC/SLC/SLWC |~ 1ofeach &qQ” 48" 2 8 6 4 5
27756 20 LLC/SLC 1 of each 30" 48" 1 4 S 2 4
27758 20 LLC/SLC 1 of each 30 48" 1 4 5 2 4
27759 20 SLC 2 60" _2 4 2 4 2
27760 80 SLC 2 60" 2 4 2 4 2
27766 90 SLC 2 60" 2 4 2 4 2
27780 20 SLC 2 e 2 4 2 4 2
27781 ] SLC 2 &0 2 4 2 4 2
27786 S0 SLC 2 80" 2 | 4 2 4 2
27788 90 SLC 2 ey 2 4 2 4 2
27792 90 SLC 2 60" 2 Aa 2_ 4 2
27808 20 SLC 2 80" 2 4 2 4 _2

Page 2 of 3
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Barry J. Collins, D.O.

0 The Bone Joint Center of Hilsdale County
_ . . Carieton Rd.
~, Q-Code Summary for File Code CMS-1502-P Hlatae, 22042

% {517) 439-4377

S~
Total # Casts
Global throughout Total Stockinette Used Total Webroll Used Total Flberglass Tape Used Other

Surgical Code| Perlod| Cast Type® Ix period 2" 3" 4" 8" 2" 3" 4" 8" 2" 3" 4" §" Supplies
23500 80 g
23505 20 0
23515 90 0
23570 90 0
23600 20 0
23605 20 0
23615 90 0
23620 90 0
23630 S0 0
23855 20 0

DO I T T “..”..!q..,W.,.,.,.,_w.. P . ‘,., ...Jl..lln .. ,“..., .‘; - B " j T 3 ".a,. ..,”, , vna_ )
24500 90 LAC 2 2 4 2 2 2
24530 90 - LAC ] 1 2 1 1 1
24535 90 LAC i ] 2 1 1 1
24538 9% LAC 1 1 2 1 1 1
24546 20 LAC 1 1 2 1 1 1
24560 90 LAC 1 1 2 1 1 1
24575 20 LAC 1 1 2 1 1 1
24586 90 LAC 1 1 2 1 @ 1 1
24600 80 LAC 1 1 2 1 1 1
24605 20 LAC 1 1 2 1 1 1
24550 20 LAC 1 1 2 1 1 1
24555 20 LAC 1 1 2 1 1 1
24566 20 LAC 1 1 2 1 1 1
24570 20 LAC 1 1 2 1 1 1
2685 T o0 | 1AC 1 T 2 11 I

R L 1 R T S i i

25500 90 LAC 1 1 2 1 1 1
25505 S0 LAC 1 1 2 1 1 1
25530 S0 LAC 1 1 2 1 1 1
25545 20 LAC ] 1 2 1 1 1
25560 80 LAC 1 1 2 1 1 1
25565 90 LAC 1 1 2 1 1 1
28575 90 LAC 1 1 2 1 1 1

P A S SRR SRR i i TN N N T
25600 90 SACNLAC 1 SACL2LAC 48 2 5 2 3 2
25605 90 SACAAC | 2SACHLAC 4 1 4 1 3 1
25611 90 SACAAC 2 SACHLAC 42 1 4 1 3 1
25520 20 SACAAC 2SACHMLAC 42 1 4 1 3 1
25622 20 SACALAC 2 SACHLAC 4 1 4 1 3 1
25630 20 _SAC 1 1 1 1
25650 90 SAC 1 1z 1 1
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Q-Code Summary for File Code CMS-1502-P

Barry J. Coltins, D.O.

The Bons Joint Center of Hiltsdale County
81 W. Carleton Rd.

Hilisdale, M| 45242

(517) 439-0377

Total # Casts

Global throughout Total Stockinette Used Total Webroll Used lass Tape Used Other
26600 80 SAC 1 12 1
26605 80 SAC 2 24" 2
26615 20 SAC 1 12 1
26720 90 SAC 1 1z ] 1
26725 20 SAC 1 iz 1 1
26727 80 0
26735 80 SAC 1 1z 1 1
26750 90 0
26755 20 0
26765 80 0
28775 20 0
27500 %0 LLC 1 48 2 4 3
27502 90 LLC 1 48" 2 4 3
27508 90 0
27507 90 LLC 1 48" 2 4 3
27508 90 LLC 1 48" 2 4 3
27511 90 LLC 1 48" 2 4 3
27514 90 LLC 1 48" 2 4 3
27520 90 LLC 1 43 2 4 3
27524 90 LLC 1 48" 2 4 3
27530 90 LLC 1 48 2 4 3
27535 90 LLC 1 48 2 4 3
27538 50 LLC i 48" 2 4 3
27540 90 LLC 1 48" 2 4 3
27550 90 LLC 1 45" 2 4 3
27552 90 LLC i 48" 2 4 3
27560 90 | LLC 1 48 2 4 . 3
27750 90 |LLC/SLC/SIWC ! 1of each 60 48" 2 6 6 4 5
27752 80 LLC/SLC/SLWC |  1of each 60" 48" 2 6 6 4 5
27756 90 _LLC/SLC 1 ¢f each 30 48 1 4 5 2 4
27758 90 LLC/SLC 1 of each 30" 48" 1 4 5 2 4
27759 90 SLC 2 60" 2 4 2 4 2
27760 90 SLC 2 ;v 2 4 2 4 2
27766 90 SLC _2 60 2 4 2 4 2
27780 90 SLC 2 60" 2 4 2 4 2
27781 90 SLC 2 60 2 4 2 4 2
27766 90 SLC 2 60" 2 4 2 4 2
27788 90 SLC 2 50" 2 4 2 4 2
27792 | 90 SLC 2 & 2 - A1 2
27808 90 SLC 2 60" 2 4 2 4 2
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Q-Code Summary for File Code CMS-1502-P

Bamy J. Colling, 0.0,

‘The Bone Joint Center of Hitisdale County
61 W. Carleton Rd.

Hillsdale, M| 49242

(517) 430-9377

Total # Casts
throughout

Total Stockinette Used

Total Webroll Used

LLC/SLC/SLWC

1 of each

48"

Total Flberglass Tape Used Other
4

SLC

SLC

SLC

sLC

SLC

SLC

NN RN

LSS IS L] LS TSN ] L)

[SHSHLSTLST SIS NI

SLC

i FNFSINTNINISY

SLC

SLC

SLC

SLC

SLC_

SLC

SLC

SLC

SLC

MINMNMWNMNNM J

e B

f (N [R10R3 81 XY INTINY I\JLMWN ol MWMIM rfro

|aaanaeeaas s

U wa|mofrotrafrafrofro ol

o [ i e o | e e FNESEAE AL SEAFY o]

Trajro|rolrafrairolro wrafro|

5 P PN PPN PN PN PR EN PN Y

Postop Shoo

0

Post-op Shoe

0

Post-op Shoe_

T

LC

gigial 888 ieieisisiieieianial [8lgieieleniae

iy -

LC

vl

283

(VIS ST

Bl
nfrafraf |

£
LV L] (V]

*LAC  Long-arm Cast
SAC  Short-am Cast
LLC  Long-leg Cast
SLC  Shortdeg Cast

SLWC Short-leg Walking Cast
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-y Barry J. Collns, D.O.
i The Bone Joint Center of Hillsdale County

? . 61 W. Cavrleton Rd.
Z/w Q-Code Summary for File Code CMS-1502-P Esce L 45243
(517) 439-8377
S
Total # Casts
Global throughout Total Stockinette Used Total Wabroll Used Totat Flbergiass Tape Used Other
Surgical Code| Period | __Cast Type* Tx period > 3" 4" 8" 2" 3 4" 8" 2" 3" 4" &" Supplies
23500 90 0
23505 20 1]
23515 20 0
23570 90 0
23600 20 0
23605 20 0
23615 90 0
23620 90 0
23630 80 0
23655 20 0
_24500 20 LAC 2 36" 2 4 2 2 2
24530 90 LAC 1 18 1 2 1 1 1
24535 90 _LAC 1 18 1 2 1 1 1
24538 90 LAC 1 18 1 2 1 1 1
24546 90 LAC_ 1 18 1 2 1 1 1
24560 90 LAC_ 1 18 i 2 1 1 1
24575 80 LAC 1 18 1 2 1 1 1
24586 90 LAC 1 18 1 2 1 1 1
24600 90 LAC 1 18 i 2 1 1 1
24605 90 LAC 1 18 1 2 1 1 1
24850 20 LAC 1 18 1 2 1 1 1
24655 20 LAC 1 18 1 2 1 1 1
246566 20 _LAC 1 18 1 2 1 1 1
24670 20 LAC 1 18 1 2 1 1 1
24685 20 LAC 1 18 1 2 1 1 1
U s ..n.ﬂ. S T SR R I S a5 )
25500 20 1 18 1 2_ | 1 1 1
25505 90 1 18 1 2 1 1 1
25530 90 1 18 1 2 1 1 1
25545 90 1 18 1 2 1 1 1
25560 80 1 18 1 2 1 1 1
_25565 90 1 18 1 2 1 1 1
25575 90 1 18 1 2 1 1 1
RREE O i TR T L T SR T
25600 90 1 SAC2LAC 48" _2 5 2 3 2
25605 90 2 SACHLAC 42 1 4 1 3 1
25611 90 SACILLAC 2 SACHLAC 42 1 4 1 3 1
25620 90 SACILAC 2 SACHMLAC 42 1 4 1 3 1
25622 80 SACAAC 2 SACHLAC 42 1 4 1 3 1
25630 a0 SAC 1 1 1 1
25650 90 SAC 1 12 1 1
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Q-Code Summary for File Code CMS-1502-P

Baery J. Coltins, D.O.

The Bene .Joint Canter of Hillsdale County

61 W, Carleton Rd.

Hillsdate, M| 49242
(517) 4399377
Total # Casts
Globai throughout Total Stockinette Used Total Webroll Used Total Flberglass Tape Used Other
26600 20 SAC 1 . 12 1
26605 80 SAC 2 24 2
26615 80 SAC 1 12 1
26720 20 SAC 1 12 1
26725 80 SAC 1 12 1
26727 20 0
26735 80 SAC 1 12 1 1
26750 80 0
26755 80 0
26765 90 0
26775 80 0
27500 80 LLC 1 4 2 4 3
27502 80 LLC 1 48 2 4 3
27506 80 0
27507 80 LLC 1 48 2 4 3
27508 80 LLC 1 48 2 4 3
27511 90 LLC 1 48 2 4 3
27514 80 LLC 1 48 2 4 3
27520 90 LLC 1 48" 2 4 3
27524 80 LLC 1 48" 2 4 3
27530 80 LLC 1 48° 2 4 3
27535 90 LLC 1 48 2 4 3
27536 80 LLC 1 4 2 4 3
27540 80 _LLC 1 46" 2 4 3
27550 80 LLC 1 48" 2 4 3
27552 0 LLC 1 48 2 4 3
27560 | 90 [  [LC 1 48" 2 4 3
27750 80 |LLC/SLC/SLWC | 1ofeach 60| 48 2 6 6 4 5
27752 80 | LLC/SLC/SLWC | iofeach 60 | 48" 2 6 6 4 5
27756 80 LLCISLE 1 of each 30°_| 48" 1 4 5 2 4
27758 80 LLC/SLC 1 of each 0| 48 i 4 5 2 4
27759 20 SLC 2 80" 2 4 2 4 2
27760 90 SLC 2 60" 2 4 2 4 2
27766 80 SLC 2 60" 2 4 2 4 2
27780 0 SiC 2 60" 2 4 2 4 2
27781 %0 SLC 2 60" 2 4 2 4 2
27766 80 SLC 2 60" 2 4 2 4 2
27788 80 sLC 2 60" 2 4 2 4 2
27782 -0 | SLC —2 + 50 2 4 | 2 4 2
27808 80 SLC 2 60" 2 4 | 2 4 2
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Q-Code Summary for File Code CMS-1502-P

Barry J. Colling, D.O.

The Bona Joint Center of Hilsdale County
81 W. Carleton Rd.

Hillsdsle, M1 40242

(517) 430-9377

Global

Total # Casts
throughout

Total Stockinette Used

Total Webroll Used

Total Flberglass Tape Used Other

LLC/SLC/SLWC

1 of each

48"

SLC

SLC

SLC

SLC

SLC

SLC

AN NI ININ N

B | B b B L L e |
| LSILST LIS TS S]] 6]

SLC

SLC

SLC

SLC

SLC

SLC

SLC

SLC

SLC

SLC

momolrsfpofro NWMN NLM |

ool lolrollol Tolrolnolrofrs o frolos
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“Post-op Shoe

0

Post-op Shoe

— 0

Fostop Shoe,

SLC

gig(al 8lelel [eleisieieiaieiaielel (BiBelalaiaele

SLC

Mfrfrof- |

3z

INT NN

N
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LV N V]

SLC

Long-arm Cast
Short-arm Cast
Long-leg Cast
Short-leg Cast

SLWC Short-eg Walking Cast
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Medical Oncologists /
Hematologists

M.S. Murali, M.D.

Keith W. Logie, M.D.
Andrew R. Greenspan, M.D.
David M. Loesch, M.D.
Thomas L. Whittaker, M.D.
Hemachandra Venkatesh, M.D,
James K. Hwang, M.D,
Elsayed Aly, M.D.

Hillary H. Wu, M.D., Ph.D.
Sead Beganovic, M.D., Ph.D.
Jennifer K. Morgan, M.D.
Melody Sands, RN, CS, MSN

Radiation Oncologists

Nini M. Bermudez-Webb, M.D.
Morgan E. Tharp I, M.D.

John P. Jacobs, M.D,

G. Irene Minor, M.D.

Michael C. Hardacre, M.D.

Integrative Healthcare
K.C. Khemka, Ph.D.

Services

Clinical Hematology
Medical Oncology
Thrombosis & Hemostasis
Stem Cell Transplantation
PET Scanning

Conformal Radiation
IMRT

Specialized Brachytherapy
Cancer Research and Screening
Palliative Care

Integrative Healthcare

Executive Director
Christopher Achtien

Central Business Office
6330 East 75th Street, Suite 140
Indianapolis, IN 46250
317-594-6900

Fax: 317-594-6911

Cancer Center Locations
North

10212 Lantern Rd.
Fishers, IN 46038
317-841-5656

East

6845 Rama Dr.
indianapotis, IN 46219
317-964-5200

Hancock

1 Memorial 8q., Suite. 50
Greenfield, IN 46140
317-467-7100

South

1346 E. County Line Rd.
Indianapolis, IN 46227
317-859-5500

97

CENTRAL INDIANA

CANCER CENTERS

September 21, 2005

Hon. Mark McClellan, M.D., Ph.D.
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services

Attention: C(CMS-1502-P

P. O. Box 8017
Baltimore, MD 21244-B017

Dear Dr. McClellan:

I am writing regarding solid compensator-based IMRT. I would
like you to know that I support the CMS decision to crosswalk
payment for 0073T to CTT77418. I would request that CMS issue a
Medicare Program Transmittal to include compensator-based IMRT
delivery code 0073T, and coding guidance for IMRT planning and
delivery.

I believe without question the payments policy to allow use of
compensator-based IMRT has allowed state-of-the-art quality
radiotherapy to be delivered to patients who would otherwise not
receive this care. I think that this reimbursement peolicy is
essential to continue adequate care to Medicare patients.

I can tell you perscnally that this has been the case in Central
Indiana. I am a radiation oncologist in a program that has
multiple cancer centers. We have MLC-based IMRT available at
one center only, and I have been delivering IMRT in this center
utilizing very strict quality assurance guidelines. In the past
year, we have incorporated compensator-based IMRT at one of our
outlying centers that does not have MLCs. Patients in this area
previously would either have to drive a long distance to receive
this care, or receive lesser forms of radiation, with lower
doses, which would lead to lower disease-control rates, yet with
higher doses to critical organs yielding higher side effect
rates. Most of my patients elected not to receive this care due
to the longer drive. We have implanted compensator-based IMRT
under extremely strict quality assurance guidelines, and have in
fact verified that the treatment delivery is equal to what we
give with the MLC-based program at our separate center. We are
now able to deliver the same care to patients in different
geographical areas, which would otherwise not be available.

www.IndianaCancer.com




Medical Oncologists /
Hematologists

M.S. Murali, M.D.

Keith W. Logie, M.D.
Andrew R. Greenspan, M.D.
David M. Loesch, M.D.
Thomas L. Whittaker, M.D.
Hemachandra Venkatesh, M.D.
James K. Hwang, M.D.
Elsayed Aly, M.D.

Hillary H. Wu, M.D., Ph.D.
Sead Beganovic, M.D.,, Ph.D.
Jennifer K. Morgan, M.D.
Melody Sands, RN, CS, MSN

Radiation Oncologists

Nini M. Bermudez-Webb, M.D.
Morgan E. Tharp 11, M.D,

John P. Jacobs, M.D.

G. Irene Minor, M.D.

Michael C. Hardacre, M.D.

Integrative Healthcare
K.C. Khemka, Ph.D.

Services

Clinical Hematology
Medical Oncology
Thrombosis & Hemostasis
Stemn Cell Transplantation
PET Scanning

Conformal Radiation
IMRT

Specialized Brachytherapy
Cancer Research and Screening
Palliative Care

Integrative Healthcare

Executive Director
Christopher Achtien

Central Business Office
6330 East 75th Street , Suite 140
Indianapolis, IN 46250
317-594-6900

Fax: 317-594-6911

Cancer Center Locations
North

10212 Lantern Rd.
Fishers, IN 46038
317-841-5656

East

6845 Rama Dr.
Indianapolis, IN 46219
317-964-5200

Hancock

1 Memorial 8q., Suite. 50
Greenfield, IN 46140
317-467-7100

South

1346 E. County Line Rd.
Indianapolis, IN 46227
317-859-5500

I commend CMS and its staff for providing coverage and
reimbursement for compensator-based IMRT.
are provided for high-quality-cost-effective cancer treatment
for Medicare beneficiaries to be given in a wider geographical

distribution.

Sincerely,

Morga " Tharp II,

MET/Pradot/pre/roz
DD: 09/21/2005

Dictated, but not procofread.

www.IndianaCancer.com

CENTRAL INDIANA

CANCER CENTERS

This policy decisions




JAMES L. POTH. M.D. q 2%’

MICHAEL ALEXANDER, M.D., INC.
RICHARD M. SHAPIRO, M.D.

1668 DOMINICAN WAY
SANTA CRUZ, CALIFORNIA 95065

TELEPHONE 475-BB00
HEMATOLOGY

ONCOLOGY Fax 475-8580

September 27,2005

Dear CMS staff,
As a physician practicing Medical Oncology in Santa Cruz County,California I have long been aware

of the inequity of the designation of Santa Cruz as rural. This has recently been reinforced to me in
our search for a new oncologist to join our practice. Every physician that we recruited was aware of
the rural designation and the financial impact this would have on them. They were concerned that
this would interfere with their ability to afford housing and the local cost of living since the low
Medicare standard ratchets down all of our insurance payments. Thus, our county suffers de

facto discrimination in terms of the quality of the physician it can attract.

By creating a new payment locality for Santa Cruz county you would help remedy this inequity. Our
county is entitled to the same availability of quality physicians as other neighboring counties.

I appreciate your consideration and my opportunity to comment on this issue.

areslin "7
Michael Alexander,MD
Dominican Hospital Santa Cruz

Clinical Assaciate Professor of Medicine
Stanford University School of Medicine




August/September, 2005

+  Center for Medicare and Medicaid Services

Department of Health and Human Services
Attenticn: CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

Re: File Code CMS-1502-P
Issue: GPCIs / Payment Locality / Oppose Proposed Rule Change

To Whom [t May Concern:

I am writing to comment on the Proposed Rule governing the Physician Fee Schedule
Calendar Year 2006 as printed it the Federal Register of August 8, 2005.

T oppose the proposed removal of California’s Santa Cruz and Sonoma counties from
Medicare reimbursement Locality 99. Doing this does not address the problems of
other counties within Locality 99 who suffer from significant cost disparities close to
those of Santa Cruz and Sonoma counties. By proposing that these two counties be
removed from Locality 99 into their own localities, exacerbates the problems of the
remaining Locality 99 counties — especially those of Monterey, San Diego, and Santa
Barbara.

I am also concerned that no where in the proposed rule is it mentioned that this “two-
county fix” is the beginning of a greater effort to move all counties in the state and
nation into payment localities that truly reflect their respective costs of providing
medical services.

The Centers for Medicare & Medicaid Services should be responsible for calculating
new Geographic Ares Factors and Geographic Practice Costs Indices and making
immediate locality adjustments to a// counties exceeding the so-called “5%
threshold”.

Sincerely,
Sigmtum:/g&@/yf%ﬂ%/ %ﬁﬁ?%“"//é
Name: %fﬁc/@, w&é 6‘1}72./& < h//,L

2/7efF V cu ks
Address: ?/7”61‘17@}7 te éz)@# &g 7 %LS

Honte reg €4
73940

TOTAL P. 81



TOWN OF

WINDSOR

Town of Windsor
929t Old Redwood Highway

P.O. Box 100 September 23, 2005

Windsor. CA 95492-0100
Phone: (707) 83R-100:0
Fax: {707) 838-7349

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Mayor Attention: CMS-1502-P

Steve Allen PO BOX 8017

Baltimore, MD 21244-8017

www.townofwindsor.com

Mayor Pro Tempore
Sam Salmon

Re: GPCIs
Council Members
;’;;';E;Ledhg"e"se I understand that Medicare is proposing to create a new payment locality for
Warin Parker Sonoma County, California. I would like to address some specific concerns from

the perspective of the Town of Windsor, Sonoma County’s fourth largest city.

* Santa Rosa now ranks with retirement destinations such as Clearwater, St.
Petersburg, and Miami, Florida,

* Among cities with a population of 100,000 or more, Santa Rosa is sixth in
the United States for the highest percentage of people 85 and older.

» The Town of Windsor is located just north of Santa Rosa.

* According to State of California Department of Finance, seniors 60 and
older represent 16.6% of the total population in Sonoma County, with a
projected rate of change of 196% by 2020.

Amid the astounding growth in our elder population, Sonoma County is facing
strains on the health care delivery network that are unacceptable to Medicare
recipients:

* The number of practicing physicians in Sonoma County has not kept pace
with local population growth. From 1995 to 2002, the population increased
13%, but the number of practicing physicians increased by only 4%.

= As of July 2005, 60% of Sonoma County primary care physicians were
NOT accepting new Medicare patients.

* Many physicians are leaving our county to practice where reimbursement is
more favorable. As a result, many specialties are under-supplied. For
example, we have only two gerontologists in the county for more than
76,000 seniors.

Printed on recycled paper
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The new locality would increase the Medicare reimbursement rate to more closely
match actual practice expenses, helping Sonoma County physicians improve the
quantity and quality of care they deliver to Medicare beneficiaries and other
patients. The locality change would also aid efforts to recruit and retain physicians
in the county, which has a large Medicare population. On behalf of the Windsor
Town Council and our entire community we fully support your proposal to change
Sonoma County’s payment locality, and appreciate the opportunity to comment on
this important issue.

Sincercly,

é Matthew Mullan

Town Manager

¢: Two copies attached
Windsor Town Council

1:10 - Town Manager's Office MULLANYTOWN MANAGER\2005\09-26-05. Support Medicare Reimbursement..doc

Printed on recycled paper
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Centers for Medicare and Medicaid Services & / 2% / oS
Dep’t of Health and Human Services

Attention: CMS-1502-P

Baltimore, MD 21244

Re:GPCI
To Whom It May Concern:

I receive care from several great doctors—now and in the past. Unfortunately, they keep
moving, because a few miles away they can be reimbursed at a higher rate for treating
Medicare patients. There is a proposed rule before you that will take my county from the
Rest of California payment designation. Passing this rule can certainly make things
more equitable for our local doctors, so that their payment will be on a par with other
counties in the San Francisco Bay area..

1 truly support what you are doing and appreciate your attention to the proposed changes.

Yours truly
o e

‘} ! N
Roberta Bromberger

240 Mission St.
Santa Cruz, CA 95060
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Connecticut Dietetic Association
“Serving the public through the promotion of optimal nutrition and well-being™
www.eatrightct.org
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September 27, 2005

Dr. Mark McClellan

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Attention: CMS-1502-P

Baltimore, MD 21244-8012

Dear Dr. McCiellan:

The Connecticut State Dietetic Association (CDA) is pleased to comment on
the Revisions to Payment Polices Under the Physician Fee Schedule for
Calendar Year 2006. The CDA represents nearly 1,000 food and nutrition
professionals who serve the public by providing Medical Nutrition Therapy
and by promoting optimal health through nutrition.

CDA has two main areas of interest with the proposed rule: (1) the agency's
methodology for calculating practice expense for medical nutrition therapy
(MNT) codes, and (2) the proposed changes for Medicare telehealth
services. These two items impact the provision of MNT services, a covered
Medicare service for eligible beneficiaries with diabetes and kidney disease.

Our specific comments follow:

1. ILLA. 2. —Practice Expense Proposals for Calendar Year 2006
The new methodology used to determine code values (RVUs) for non-
physician practitioner services does not appropriately recognize the
professional RD provider work effort within the practice expense (PE)
values. We urge CMS to be receptive to approaches that deal with the
work of non-physicians (e.g. registered dietitians) where the statute
authorizes such services, such as MNT services. In addition, we request
that CMS work with the American Dietetic Association to determine an
alternative methodology for establishing PE for the MNT codes. While
discussions of such alternatives occur, we suggest the agency delay
implementation of the 2006 PE values for the MNT codes, and instead
use the 2005 values until a satisfactory methodology is detemmined.

CDA, 18 Sakrison Road, Granby, CT 06035, Phone: 860/413-9355, Fax: 203/286-1677
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Wyoming Dietetic Association
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Physician Fee Schedmie for Calendar Year 2006. WDA represents neaty 100 food and nstrition professionals who serve the
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WDA has two main areas of interest with the proposed sule: (1) the agency's methodology for calcalating practice expense for
medical mutrition therapy (MINT) codes, and (2) the proposod changrs for Medicare selchealth services. These two #cms impact
the provision of MNT services, a covered Medicare service for eligible beneficiaries with diabetes and kidney discase.

L IEA. 2—Practicc Expense Propesals for Calendar Year 2006
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Z ILD. Teichealth.
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ASSOCIATION -
2005-2006 Officers

President September 23, 2005
Shalene McNeill, PhD. RD

President-Elect
B. Thomas Maione, MS. RD. 1.D Dr. Mark McClellan

Administrator
~ Secretary/Treasurer Centers for Medicare & Medicaid Services
Revin Haubrick. MS. RD. LD Department of Health and Human Services
Past President 7500 Security Boulevard
Linda T. Farr. RD. LD Attention: CMS-1502-P
Baltimore, MD 21244-8012.

Public Policy Director-at-Large
Keli Hawthomne, MS, RD, LD Dear Dr. McClellan:

Dﬁiﬂﬂ;";‘f?‘;‘,’gj The Texas Dietetic Association (TDA) is pleased to comment on the
Georgia Kostas, MPH, RD, LD Revisions to Payment Polices Under the Physician Fee Schedule for
fan Tilley, RD Calendar Year 2006. The TDA represents nearly 3,500 food and nutrition
professionals who serve the public by providing Medical Nutrition
Therapy and by promoting optimal health through nutrition.

District Presidents” Council
Director-at-Large
Jennifer Neily, MS, RD, LD
TDA has two main areas of interest with the proposed rule: (1) the
Chair of Delegates 3 3 1 4
M. K. Suzy Weems, PhD. RG 1D agency’s methodology for calculating practice expense for medical
nutrition therapy (MNT) codes, and (2) the proposed changes for

Membership Chair Medicare telehealth services.

Robin Plotkin, RD. LD
These two items impact the provision of MNT services, a covered

TDA Foundation Birector Medicare service for eligible beneficiaries with diabetes and kidney
Martha Rew. MS. RD, LD

disease.
TDA Associate .
Executive Director Our specific comments follow:
Marilyn McGuire, CMP <

12300 Ford Road, Ste. :
D:Ilas, ‘}Zxas‘%éii 1. ILA.2.—Practice Expense Proposals for Calendar Year 2006

((‘8) 33%2522? The new methodology used to determine code values (RVUs) for non-
TDA@nutritiondtexas.org physicifm practitioner. services does not _apI_Jropriately recognize the
http://www nutritiondtexas org professional RD provider work effort within the practice expense (PE)

values. We urge CMS to be receptive to approaches that deal with the
work of non-physicians (e.g. registered dietitians) where the statute
authorizes such services, such as MNT services. In addition, we e
request that CMS work with the American Dietetic Associationto  «
determine an alternative methodology for establishing PE for the MNT

2002;?;;‘{"‘1 "‘ngIf;TI?““ codes. While discussions of such alternatives occur, we suggest the
e ';;n; e agency delay implementation of the 2006 PE values for the MNT
The Woodlands Marriott Hotel codes, and instead use the 2005 values until a satisfactory
The Woadlands. Texas methodology is determined.

The Texas Dietetic Association is leading the future of dietetics




Dr. Mark McClellan
Page 2
September 23, 2005

2. ILD. Telehealth.

TDA supports CMS” recommendation to recognize individual medical nutrition
therapy (MNT) as a Medicare telehealth service. We also support CMS’ proposed
rule to add registered dietitians and qualified nutrition professionals to the list of
practitioners who are authorized to furnish and receive payment for telehealth
services. We realize that this technology is currently used by certain authorized
Medicare health professionals in rural health areas with a shortage of healthcare
professionals. Because Texas is a large state, there are areas that are underserved due
to the distance and numbers of dietitians available to provide services. The ability to
use available technology to connect with rural patients would be a great benefit and
increase the availability of services to Medicare patients.

Including MNT in the list of approved telehealth services, and extending this to RD
Medicare providers will improve access and services for patient/clients in remote
areas where traditional MNT services may not be readily available

Thank you for considering these comments in CMS’ revisions to the 2006 Physician Feé_
Schedule. '

Best regards,

Ko vl

4
Shalene McNeill, PhD, RD
President, Texas Dietetic Association

n-~

cc: The American Dietetic Association
Policy Initiatives and Advocacy Group
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California Dietetic Association

7740 Manchester Ave., Suite 102, Playa del Rey, CA 90293-8499 -
Tel. (310) 822-0177 + Fax (310) 823-0264 « E-mail: CDAEP @aol.com » WebSite: www.dielitian.org

September 26, 2005

Dr. Mark McClellan

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Attention: CMS-1502-p

Baltimore, MD 21244-8012.

Dear Dr. McClellan:

The California Dietetic Association (CDA) is pleased to comment on the Revisions to Payment Policies Under the Physician
Fee Schedule for Calendar Year 2006. The CDA represents nearly 6,100 food and nutrition professionals who serve the public
by providing Medical Nutrition Therapy and by promoting optimal health through nutrition.

CDA has two main areas of interest with the proposed rule: (1) the agency's methodology for calculating practice expense for
medical nutrition therapy (MNT) codes, and (2) the proposed changes for Medicare telehealth services. These two items
impact the provision of MNT services, a covered Medicare service for eligible beneficiaries with diabetes and kidney disease.

Our specific comments follow:

1. ILA.2.—Practice Expense Proposals for Calendar Year 2006
The new methodology used to determine code values (RVUs) for non-physician practitioner services does not
appropriately recognize the professional RD provider work effort within the practice expense (PE) values, We urge CMS
to be receptive to approaches that deal with the work of non-physicians (e.g. registered dietitians) where the statute
authorizes such services, such as MNT services. In addition, we request that CMS work with the American Dietetic
Association to determine an alternative methodology for establishing PE for the MNT codes. While discussions of such
alternatives occur, we suggest the agency delay implementation of the 2006 PE values for the MNT codes, and instead use
the 2005 values until a satisfactory methodology is determined.

2. ILD. Te¢lehealth.
CDA supports CMS’ recommendation to recognize individual medical nutrition therapy (MNT) as a Medicare telehealth
service. We also suppert CMS’ proposed rule to add registered dietitians and qualified nutrition professionals to the list of
practitioners who are authorized to furnish and receive payment for telehealth services. We realize that this technology is
currently used by certain authorized Medicare health professionals in rural health areas with a shortage of healthcare
professionals. Including MNT in the list of approved telehealth services, and extending this to RD Medicare providers
will improve access and services for patient/clients in remote areas where traditional MNT services may not be readily
available. In San Diego county, where I live, there are a limited number of RD Medicare providers and many patients
must travel 1-1.5 hours one-way to see an RD and with the rising cost of fuel this further increases the health care costs to
patients. In addition one RD in Southern California must travel by boat to Catalina Island once a month (a round trip of
~5 hours) to provide MNT services to patients on the island; it would be more efficient for the patients and RD to provide
MNT over the phone. In summary, telephone counseling options would help many of our California Medicare recipients.

Thank you for considering these comments in CMS’ revisions to the 2006 Physician Fee Schedule.

Sincerely,

Teresa Bush Zurn, MA, RD, FADA, E
President, California Dietetic Association

CC: The American Dietetic Association
Policy Initiatives and Advocacy Group

Nutrition professionals dedicated to promoting healthy lifestyles through food
choices and the delivery of effective food and nutrition services.
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September 30, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-1850

Subject: Medicare Program: Revisions to Payment Policies Under the Physician Fee
Schedule for Calendar Year 2006

To Whom it May Concern:

Brooks/Eckerd Pharmacy is writing to provide comments on the proposed regulation that
would change the supplying fees paid to pharmacies by Medicare Part B in 2006.
Brooks/Eckerd Pharmacy has more than 1900 pharmacy locations in 18 states. All of our
pharmacies are currently enrolled as providers of Medicare Part B drugs.

In summary, the supplying fees proposed for 2006 for supplier-provided Part B drugs, as
well as the intention to reduce the dispensing fees for inhalation drugs, may well
underpay pharmacies for their total cost of purchasing the drug and dispensing the drug.

MMA Changed Reimbursement Model for Part B Covered Drug

As you know, the Medicare Modemization Act (MMA) changed the basis of Medicare Part B
drug reimbursement from an AWP-based system to an Average Sales Price (ASP)-based
system. The ASP-based system significantly reduced pharmacy payment amounts for many
Part B drugs, including those provided by community retail pharmacies. Some of these Part
B drugs are very expensive, such as drugs to prevent organ rejection.

The use of ASP as a reimbursement method for retail pharmacies is problematic because ASP
reflects manufacturer’s revenues from sales to all “classes of trade”. However,
Brooks/Eckerd Pharmacy does not have access to the same discounts and other price
concessions of these other purchasers, such as hospitals, nursing homes and HMOs. This
places us at a disadvantage compared to other purchasers, since the ASP for a product may
reimburse us at an amount lower than our costs of acquisition.

ASP is also outdated by several months, so we may have to absorb any manufacturer price
increases for covered Part B drugs that occur before the ASP can be updated. As a result, we
find that ASP reimbursement for some Part B drugs is significantly below our costs.

1

50 Service Ave Warwick, RI 02886  (401) 468-2857 Fax (401) 468-2870




ZBROOKS ECKERD
Pharmacy

Moreover, it generally costs Brooks/Eckerd significantly more to bill Medicare claims than
other third party claims because of cumbersome Medicare billing requirements. Many Part B
drug claims are rejected due to eligibility issues. Several claims are never paid because our
stores cannot obtain the full or proper information. The bottom line is that we have €normous
write offs in Medicare as compared to other third party on-line plans. Thus, the amount of the
supplying fee established by CMS is critical to assuring that we are compensated for ASP-
based product reimbursement that is not below costs, and to compensate for Medicare Part B’s
unusually burdensome billing requirements.

Establishment of Medicare Part B Supplying Fee

Brooks/Eckerd Pharmacy must assess the total amount of reimbursement paid by
Medicare Part B when considering whether to provide Part B drugs to Medicare
beneficiaries. The total reimbursement consists of the amount paid for the drug product
dispensed (now based on ASP) as well as the fee paid to supply or dispense the drug.

As it moved to the ASP-based payment system in 2005, CMS established the current
supplying fee for covered Part B drugs in its final Physician Fee Schedule Rule, dated
November 15, 2004. This rule requires that “a supplying fee of $24 shall be paid to a
pharmacy for each supplied prescription of drugs and biologicals...and a supplying fee of $50
is paid to a pharmacy for the initial supplied prescription of drugs and biologicals ...provided
to a patient during the first month following a transplant.” CMS does not currently pay a fee
for Part B prescriptions for the same drug but a different strength supplied in the day.

Because the ASP-based reimbursement system was first introduced this year for Part B
drugs, we didn’t know what our total reimbursement would be, and whether we would
financially be able to supply Part B drugs to Medicare beneficiaries. The uncertainty for
us regarding the ASP-based payment rates for the drugs was somewhat mitigated by the
amount of the supplying fees being paid by Medicare in 2005. The ultimate fees paid by
CMS in 2005 helped to mitigate the impact of the move to an ASP-based system.

In theory, the supplying fees set by CMS in 2005 were to pay pharmacies for the
supplying costs and the additional administrative costs of participating in Medicare Part B.
In reality, these higher fees were to compensate us for the underpayments for drugs under
the ASP-based system. This is because Brooks/Eckerd does not have access to the rebates,
discounts and price concessions of other Part B purchasers, and therefore may buy at
higher than the ASP plus 6 percent amount,

Thus, the proposal to reduce the supplying fee from $24 for each Part B prescription to
$24 for the first prescription dispensed in a month to and $8 for each subsequent Part B
prescription would represent a serious and significant reduction in total reimbursement.

2
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Pharmacy Pharmacy

This reduction, when combined with the underpayment for the drug products on the ASP
side, as well as the continuing additional costs of participating in Part B, could result in
Brooks/Eckerd not being able to further provide Part B drugs.

In addition, because many Medicare beneficiaries come into the pharmacy at the end of
the month to obtain their full prescription for next month, it would mean that a pharmacy
could be paid only one full supplying fee for two full months worth of prescriptions. For
example, if the beneficiary is only taking one Part B medication, the pharmacy would be
paid $24 for the first prescription the first of the month. If the beneficiary seeks a refill on
the 31 of the same month, the pharmacy would only be paid $8 for the next month’s full
prescription because the pharmacy dispensed it in the same month as the original
prescription. Some beneficiaries might be asked to come back a few days later to obtain
the prescription since the pharmacy would obtain their full supplying fee for the refill
prescription by actually dispensing it in the next month. Thus, the dispensing fee should
be based on a per prescription basis, not on a monthly basis.

Costs of Dispensing Medicare Part B Prescriptions

Pharmacies incur a significant amount of “bad debt” in Medicare Part B as compared to
other third parties, which must be reflected in the supplying fee amount paid. If just one
claim for an expensive Part B drug is rejected by the DMERC and eventually unpayable, it
could eliminate or sharply reduce any margin that we might earn on Part B prescriptions.
Thus, it is not clear where CMS obtained this $8 figure. These additional Part B costs can
be significant when compared with traditional third party prescription plans.

First, CMS should know that a recent assessment by the University of Texas Center for
Pharmacoeconomic Studies found in July 2005 that the average cost to fill a prescription was
$9.62. Therefore, the proposal to use $8 as the new supplying fee for Part B prescriptions is
below even a recent assessment of a retail pharmacy’ costs to fill an average prescription, not
a more-costly Medicare Part B prescription. Moreover, because of the many additional
administrative tasks that have to be performed by the pharmacy in order to appropriately bill
and receive payment for a Medicare Part B prescription, a fee of $8 does not adequately cover
these additional costs.

We appreciate that CMS has decided to pay a fee for each prescription dispensed by the
pharmacy or supplier for the same drug, but a different strength. However, even with the
additional fees, this reimbursement, fails to meet our additional costs of processing claims,

Each group of Part B drugs has different coverage and billing issues that must be resolved
before the pharmacy can submit a “clean” claim to the DMERC. The extent of the additional
time involved depends on the category of drug and the willingness of the physician to work

3
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with the pharmacy to obtain the information necessary for billing. Transplant drugs tend to
have the highest administrative costs, but the pharmacist must check that the other oral drugs
(i.e., anticancer drugs and antiemetic drugs) are being used for an indication that is covered
under Part B.

Even after “clean claims” are submitted to the DMERC, Medicare Part B has a higher
rejection rate than traditional third party prescription plans because of the lack on an online
claims adjudication system. This requires additional administrative tasks to resubmit the claim
to Medicare. Some of the rejections for these clean claims are due to the fact that DMERCs
still have issues with converting NDC codes for drugs to HCPCS codes.

In addition, Medicare Part B takes more time to pay pharmacies than traditional third party
payers. This is due to a lack of the online claims processing system, which results in a higher
rate of rejects.

We also have the additional costs of needing to contract with a separate billing entity —
other than the standard third party billing contractor - to convert Medicare Part B claims
from an NCPDP format to an ANSI X837 format so we can batch bill the DMERCs. This
service costs Brooks/Eckerd an average of $2.00 per claim. This factor, in and of itseif,
requires that Medicare Part B pay pharmacies a significantly higher supplying fee to
maintain beneficiary access to these Part B products.

Even if the online claims adjudication system were established, and some costs of
participating were reduced, there are many other issues that have to be considered when
determining providers’ “costs” in filling Medicare Part B prescriptions that are not typical in
other private or public third party prescription programs.

Administrative Issues Relating to Medicare Part B Participation

CMS proposed in the 2005 physician fee rule to make several administrative reforms to
covered Part B drug billing that would have reduced the cost and administration of
participation. However, the 2006 rule is silent on the progress made by CMS in making these
administrative changes.

In fact, it appears to be taking an exceptionally long time to make some of these changes.
These paperwork and other administrative requirements, which generally do not exist in
other third party plans, simply make it more time consuming and costly for pharmacies to
participate as suppliers in Medicare. We describe these below.

Assignment of Benefits Forms Not Yet Eliminated: We continue to be concerned that
the Assignment of Benefits (AOB) form has not yet been eliminated for Medicare covered
Part B drugs. We understand that CMS has begun the process to eliminate the AOB

4
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requirement — retroactive to January 1, 2005 — but that the entire process has not yet been
completed. We urge CMS to move toward completing the elimination of this requirement
for ALL Medicare Part B products, including diabetic supplies, as quickly as possible.

DIF Forms Not Yet Eliminated: Pharmacies currently have to complete a DMERC
Information Form (DIF) to receive payment for immunosuppressive drugs. We believe
that a pharmacy’s costs of supplying Part B drugs to Medicare beneficiaries would be
reduced with this change. Almost a year past since the October 2004 deadline, the DIF
form has still not been eliminated, and as we understand it, may not be eliminated until
2006. In addition, CMS should not only eliminate the DIF form it should eliminate the
requirement that pharmacies collect and submit the DIF form information. Most of the
information required on the DIF form which pharmacies are required to submit can be
obtained from other billing information submitted to Medicare by the institution in which
the transplant was performed and the transplant physician.

Detailed Written Order Required Before Billing: Medicare requires that the pharmacy
obtain a signed written order from the physician, with very specific directions for use,
before the pharmacy can bill the DMERC for the Medicare Part B drug. That means that a
pharmacy can accept a telephone order from the physician to fill the prescription, but must
g0 back to the physician and obtain a signed written prescription before the order can be
billed. This increases the paperwork requirements for the physician and the pharmacist.
Almost all third parties, including Medicaid, allow filling and billing of a prescription
drug based on verbal orders from the physician.

Diagnosis Codes Often Needed: Because some Part B drugs are only paid for when used
to treat certain medical conditions, the pharmacy often has to contact the physician to
assure that the Part B drug is being used for a covered Part B use (diagnosis codes are not
a typical requirement on prescriptions billed to other third party plans). This results in an
additional cost to the pharmacy to fill the prescription.

Crossover Claims: There are several issues regarding cross over claims for Medicare Part
B drugs. While Medicare Part B is the primary payer for certain covered drugs, some third
party payers, such as Medicaid and private employers, will wrap around the Part B
coverage and pay all or part of the Medicare Part B cost sharing amount. Because of the
lack of online claims adjudication, Brooks/Eckerd Pharmacy doesn’t know if the claim has
automatically “crossed over” to the other third party coverage, or whether to collect the 20
percent cost sharing amount (or some percentage of that amount) from the beneficiary.
This information may only become known to us many months later after trying to
reconcile the claims. In some cases, we have to refund the cost sharing amounts collected
because the pharmacy didn’t know when the prescription was being filled that another
payer was paying for all or part of the cost sharing.

5
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Supplier Enrollment Procedures Cumbersome: The process used by Medicare to enroll
and reenroll suppliers is incredibly involved and complex, more so than any other third
party plans in which we participate. While this is a cost of doing business Brooks/Eckerd
has personnel dedicated solely to the process of compiling and completing the paperwork
necessary to maintain Medicare supplier billing status. These costs must be considered as
part of the “costs of doing” business with Medicare, and should be reflected in the
supplying fees paid.

Service Date/Billing Date Issues Remain: Almost all third party plans allow the
pharmacy to use the date the prescription was filled as the date of service. In Medicare
however, the date of service has to be the same as the date that the prescription was picked
up by the beneficiary. Thus, if the pharmacy fills the prescription but the beneficiary does
not pick it up on the same day, the pharmacist has to reverse the claim and fill the
prescription again when the beneficiary comes in. It is often the case that many
prescription refills are phoned in by patients, including Medicare beneficiaries, a day or
two before they will be in to pick them up so that they don’t have to wait at the pharmacy
when they arrive. However, as stated above, if the pharmacist fills the prescription, not
knowing that the beneficiary is coming in a day or two later, and the beneficiary doesn’t
pick it up on the day that the prescription is filled, the pharmacist has to reverse the claim
and re-fill and re-bill the prescription when the beneficiary comes in to pick it up. This is
burdensome and costly for the pharmacy. In essence, it means that the Brooks/Eckerd
pharmacies have to incur the costs of preparing and dispensing the prescription twice.

Dispensing Fees for Inhalation Drugs

Brooks/Eckerd is very concerned that CMS is considering reducing the dispensing fees
paid for Part B covered inhalation drugs. Under the current model, suppliers receive $57
for a 30-day supply of inhalation drugs and $80 for a 90-day supply of inhalation drugs.
The same amount is paid regardless of the number of inhalation drugs provided over that
30-day period.

Brooks/Eckerd appreciates that CMS significantly increased on an interim basis the
dispensing fees paid for these drugs in 2005. That is because payment for the drug product
component decreased significantly under the ASP-based system for inhalation drugs.
Therefore, it was critical that additional dispensing fee payments were provided to assure
that the services associated with providing these drugs, as well as additional costs of
processing Part B claims for these drugs, are being appropriately compensated. H

However, while $57 appears to be a high number for a dispensing fee, it must be
remembered that many Medicare beneficiaries use more than one inhalation drug and that
the pharmacy receives only one fee within a 30-day period of time regardiess of the
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number of times that the beneficiaries receives those drugs within that period. For
example, there are situations in which a beneficiary, taking 2 or sometimes three of these
drugs, will obtain refills within the month or obtain the next month’s supply in the same
month that the original prescriptions were dispensed. As we have discussed throughout
these comments, it costs suppliers significantly more to process non-adjudicated Part B
claims than it does to process an online, real time adjudicated prescription claims.

If the beneficiary comes in at the end of the month for refills, the pharmacy could ask
them to come back on the first of the month to obtain their refills so that the pharmacy
would receive a full supplying fee. That is because under the current system, the pharmacy
would receive no fees for inhalation drugs dispensed at the end of the month for which a
fee was already paid earlier in the month, CMS may want to consider establishing a fee for
each inhalation drug dispensed, rather than a single fee for a 30-day or 90-day period of
time. This is similar to CMS proposal for Part B oral drugs — that is, a separate fee for
each inhalation drug prescription, even if it is a prescription for the same drug but a
different strength prescribed on the same day.

We are also concerned that, in some cases, the use of HCPCS codes for these drugs rather
than NDC codes could underpay pharmacies for certain expensive inhalation drugs. That
is because we have limited ability to interchange certain inhalation drugs that may have
been prescribed by the physician. For example, CMS was not paying any additional
amount for Xopenex (levoalbuterol), which was included in the HCPCS code for
albuterol-based products, even though levoalbuterol was a more expensive drug. Thus, the
payment amount for levoalbutercl was less than the pharmacy’s cost of purchasing the
drug. Recognizing this fact, levoalbuterol had been given its own HCPCS code in 2005,
but we understand that this drug once again has been placed within the albuterol HCPCS
code. This means that we are reimbursed well below the pharmacy’s costs since the
pharmacy is required to dispense the drug.

The same situation occurs when a physician writes “brand medically necessary” for other
inhalation drugs. Branded multiple source drugs are usually included in the HCPCS codes
for all versions of the drug, including generics, which drives down the reimbursement
amount for this code. The pharmacy may have no choice but to dispense the higher cost
brand if that is the desire of the physician, but the pharmacy is still paid at the lower
HCPCS rate for that the brand name drug dispensed. The current dispensing fee paid does
help compensate for the underpayment of the drug, but that leaves less of the supplying
fee to pay pharmacies for the additional costs of processing Part B claims.

Brooks/Eckerd is willing to partner with CMS in the delivery of Part B drugs to Medicare
beneficiaries. However, we are concemed with the reimbursement reductions experienced
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under the ASP-based system, the proposed reductions in the Medicare Part B supplying
fees that will be paid in 2006, and the continuing administrative burdens of participating in
Part B. We strongly urge that the supplying fees for 2006 be increased from their current
levels, not decreased, and that CMS continue to work to enhance administrative
efficiencies in the Part B program.

We thank you in advance for your attention to these issues and look forward to your
response regarding their resolution. Please feel free to contact me directly with any
questions,
Sincerely,

2. ahll. 0 VA ?

Michele M. Vilaret, R.Ph
Director of Government Programs
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September 29, 2005

Mark McClellan, M.ID., Ph.D.

Admunistrator, Centers For Medicare & Medicaid Services
Department of Health and Human Services

Attention: CMS-1502-P

Mail Stop C4-26-05

Baltimore, MDD 21244-8150

Dear Dr. McClellan:

l am wriaing to ask for your consideration of three substantially under valued services. Each
of these services is provided in an effort to diagnose and treat the number one cause of
death in our country. As prescribed by the cutrent RVU assignment process, I have
illustrated my concerns below by comparison to other medical services that have established
relative value units. If more detailed information is necessary please let me know. However,
the relative values assigned to these codes are so cleatly inappropriate that it is hoped that a
streamlined correction process might be implemented.

Diagnostic Heart Catheterization:

From a procedural perspective thete are similarities and differences between heart
cathetetization and renal cathetetization. In both situations the doctor advances the catheter
to a selective position inside the arteries being studied, injects a contrast agent and interprets
the resulting images. In most cases; the equipment utilized, cathetetization laboratory and
the access site are identical for both procedures.

By all measures, however, there is more skill, risk and work involved when performing a
heart catheterization. The coronary arteries catheterized during a heart catheterization are
twice as far from the typical access site as the renal arteries. This distance must be navigated
with a guide wire and catheter prior to the procedure. Additionally, the coronary arteries are
wrapped around the patient’s heart which is beating faster than once each second. By
comparison, the renal arteries are essentially stationary. During a typical heart
catheterization the doctor will also position the catheter inside the patient’s heart to perform
left ventricular angiography. This work is in addition to the cathetetization and angiography
of the two coronary arterial families. The end organ involved when petforming renal
angiography is much less sensitive than the end organ involved when performing a heart
catheterization and the doctor is exposed to much more radiation when performing a
diagnostic heart catheterization than he/she would be during renal angiography.

Despite the fact that a full left heart catheterization is 2 more extensive procedure than renal
angiography, cardiologists receive approximately 20% more reimbursement for performing
renal angiography than they do for performing a full left heart catheterization. The national,
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unadjusted Medicare rates for the 2005 calendar year are summarized below. These rates
reflect the actual allowed amount for these procedures when performed in a facility setting.

Full Left Heart Catheterizatdon Bilateral Renal Angiography

93510-26 (heart cath) $257.32 36245 (cath placetnent) §253.16
93543 (inject LV) 15.54 36245-51 (cath placement} 126.58
93555-26 (S&I LV) 43.96 75724-26 (renal S&I) 79.96
93545 (inject cors) 21.60 TOTAL: $459.70
93556-26 (S&I cors)  44.72

TOTAL: $383.14

This data strongly suggests that cardiologists are substantially underpaid for heart
catheterizations.

Internal Mammary Artery Angiography

When cardiologists visualize the left intetnal mammary artery during a diagnostic heart
catheterization they must first perform a third order selective catheter placement. This is
followed by contrast injection and visualization/interpretation of the images. This service, at
the time of a heart catheterization, is reported with code 93539. This code generates just
$21.60, unadjusted.

This is the exact same setvice as would be reported by codes 36247 and 75756-26 in the
absence of a diagnostic heast catheterization. When these codes are reported, however, the
doctor would receive $399.44, As you might notice, this would genetate more revenue than
the entire heart catheterization procedure discussed in the first concern above.

This information illustrates that arterial conduit angiography during a heart cathetetization
(93539) is considerably under valued. A similar discrepancy can be realized when looking at
the reimbursement rate associated with venous bypass graph angiography (93540).

Multiple Coronary Interventions

Virtually all procedural codes in the current coding structure that are not “modifier 51
exempt” have a 50% “multiple procedure reduction” that applies. In short, a 50% reduction
1s applied to the lesser service when two procedutes are performed at the same time. This
presumably adjusts for the economies of scale achieved by the physician.

One exception to this rule is when cardiologists perform multiple coronary interventional
procedures (angioplasty, atherectomy or stent placement). In these situations; the doctor
will receive full reimbursement for the most intense procedure, which would be reported
with code 92982, 92995 or 92980, respectively. The second/third intervention would be
reported with the appropriate “additional vessel” code; 92984, 92996 or 92981, respectively.
‘These multiple interventions in the coronary arteties receive a payment reduction of almost
75% when compared to the reimbursement amounts associated with the base vessel codes
92982, 92995 and 92980. These “additional vessel” codes appear to be under valued.
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Conclusion

As you can see; these three discrepancies are all clear and substantial. Unrealistically low
payment rates, such as these, have had a tremendously negative impact on the field of
cardiology and the patients it serves. As a result, many gifted cardiologists have chosen to
retire early and many potential candidates have chosen to pursue more lucrative specialties or
professions.

I would be happy to share any additional information you need to further illustrate these
concemns. These are possibly the most clear cut cases of under valued RVUs you will find. 1

hope that you realize the need to address this issue and that you will follow up with me as
soon as possible.

Thank you for your consideration.

Sigkcerel
/lﬂ &'
Jim Collins, CPC, ACS-CA, CHCC
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FAX: [202) 2967290

Mark McClelian, MD, PhD

Administrator, Centers for Medicare & Medicaid Services
U.S. Department of Health and Human Services

Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue, SW

Washington, DC 20201

September 30, 2005

Re: Comments to Medicare Program; Revisions to Payment Policies under the Physician
Fee Schedule for Calendar Year 2006 (CMS-1502-P)

Dear Dr. McClellan:

Genentech, Inc. is pleased to respond to the Centers for Medicare & Medicaid Services’ (CMS)
request for comments on the Proposed Rule entitled “Medicare Program: Revisions to Payment
Policies under the Physician Fee Schedule for Calendar Year 2006.” published in the Federal
Register on August 8, 2005. As you know, Genentech is a leading biotechnology company,
headquartered in South San Francisco, California, with products available for serious and life-
threatening medical conditions including cancer, asthma, and stroke. Many of our products are
administered incident to a physician's service and are covered under Part B of the Medicare
program. Hence, we have a sincere interest in ensuring that revisions to Medicare's physician
fee schedule payment policies are implemented efficiently and effectively.

Genentech supports policies designed to ensure patient access to life-saving treatments as
determined necessary by his or her physician. We remain committed to working with CMS and
the provider and patient communities to maintain adequate reimbursement for these therapies
and the services performed to administer them. We are concerned that potential decrease in
reimbursement rates will have a negative impact on the care available to Medicare
beneficiaries. We, therefore, encourage CMS to minimize these decreases, where possible,
and allow physicians to choose the most appropriate therapy available while being reimbursed
appropriately. Specifically, we urge CMS to adopt the following policy recommendations in the
2006 Physician Fee Schedule Final Rule:

o Eliminate proposal to require reporting, and calculation of price concessions, separately
for “direct” and *indirect” sales;

o Provide more detailed definitions of components included in the proposed average sales
price (ASP) calculation;

o Revise the existing ASP formula so a product's average ASP is calculated by billing unit
[determined by Healthcare Common Procedures Coding System (HCPCS) code], not




National Drug Code (NDC) unit.

o Provide an extended timeframe or “trial period” to allow initial system adjustments and
problem identification if proposed changes are implemented:

o Finalize proposal that requires manufacturers to report additional product-specific
information;

o Find ways in which to minimize cuts to physician fee schedute payments, including a
4.3% decrease in the conversion factor, removing physician-administered drugs from the
Sustainable Growth Rate (SGR) calculation, and continuation and expansion of
demonstration projects that improve the quality of care delivered:

o Clarify methodology used by CMS to calculate projected decreases by physician
specialty;

o Implement proposal to revise payment for separately billabte drugs and biologicals
furnished by free-standing end-stage renal disease (ESRD) facilities to be ASP+6%,
consistent with payment rates for most other Medicare Part B drugs and biologicals; and

o Expand definition of “interactive telecommunications system” to include a one-way video
used to diagnosis patients, particularly those in rural areas, with ischemic stroke in a
timely manner.

Proposed Changes to ASP Reporting and Calculation

After performing a comprehensive analysis of the proposed changes to the ASP calculation, we
believe that many of the changes will not result in more accurate payments, and will burden
manufacturers unnecessarily as extensive revisions to data collection systems will be required.
As a result, we recommend CMS does not implement the proposed changes, described in
greater detail below, to the ASP methodology.

Reporting of “Direct” and “Indirect” Sales and Calculation of Price Concessions

Since implementation of the Medicare Prescription Drug, Improvement, and Modernization Act
of 2003 (MMA), we have spent considerable time and effort developing processes to calculate
and report correctly our ASPs. An analysis of our existing systems illustrates that CMS'
proposal for manufacturers to report direct and indirect sales as separate components of the
ASP calculation is complex and administratively burdensome, with minimal impact expected on
the accuracy of ASPs reported. Moreover, in some cases, limitations inherent to the industry’s,
and our customers’, reporting systems may prohibit capturing data at the level of detail required
by the Proposed Rule, thereby actually jeopardizing the overall quality of data reported. As
CMS indicates in the Proposed Rule that the effect of the new methodology on reported ASPs
will depend on the extent to which the ratio of direct and indirect sales in the reporting quarter
differs from the ratio of these sales for the 12-month period.! Based on our experience, the ratio

' 70 Federal Register 45843; Published August 8, 2005.




of direct to indirect sales for most manufacturers does not vary greatly among quarters and
therefore is unlikely to produce a significant change in amounts reported.

The methodology in the Proposed Rule requires manufacturers to report lagged price
concessions over the past 12 months for direct and indirect sales. The ASP calcuiation
currently in use, however, already includes a rolling average of direct and indirect sales from the
past 12 months. Therefore, as written, the proposed revision requires manufacturers to (re)-
calculate separate price concessions for both direct and indirect sales over the past 12 months.
As previously mentioned, the time and resources needed to complete two separate rolling
average calculations for direct and indirect sales does not outweigh the minimal benefit
anticipated.

Confusion Surrounding Components of ASP Calculation

Clear and concise definitions of the components required to perform pricing calculations are
critical to ensure the accuracy of information reported. The Proposed Rule falls short of
providing a specific definition of “direct” and “indirect” sales for the purposes of caiculating ASP;
indirect is defined as “sales to wholesalers, distributor and other similar entities” that sell to
others while direct saies are defined as “sales directly from manufacturers to providers, i.e.,
hospitals or HMOs.” As written, these definitions do not encompass many types of sales that
may occur in today's market. For example, if a manufacturer sells a Medicare Part B-covered
product directly to a specialty pharmacy or home health infusion center, who then distributes the
product directly to a Medicare beneficiary, should this sale be considered a direct or indirect
sale? Similarly, if a manufacturer sells a Part B product directly to a specialty pharmacy or
home health infusion center, who then distributes the product directly to a physician, should this
be considered a direct or indirect sale? Finally, if a Part B product is sold only to wholesalers,
would all sales to the wholesaler be considered indirect, regardless of to whom the wholesaler
ultimately sells the product (i.e., physicians or a specialty pharmacy partner)? Unless CMS
provides clarification on how manufacturers should classify the types of sales described above,
the definitions’ vagueness will cause additional confusion and will compromise the consistency
of ASPs reported.

Formula for Determining Weighted Average for ASP Calculation

Genentech previously has notified CMS that the formula it uses to calculate ASP produces
flawed results for many products, particularly those products that are available in multiple sizes
with multiple NDCs but only one HCPCS code. Specifically, CMS’ formula weights the ASP per
billing unit by the total number of NDC units sold, nof the total volume of the billing units sold,
resulting in a weighted average ASP per NDC unit instead of a weighted average ASP for each
billing code. This discrepancy in CMS' calculation does not allow for a true weighted average
ASP for HCPCS codes encompassing multiple NDCs and causes inconsistencies in ASP as a
method of reimbursement. Genentech encourages CMS to revise its formula so the average
ASP for a product will be calculated by billing unit, not NDC unit.

2 Ibid.




Additional Time Needed to Implement Proposed Revisions

If CMS elects to pursue the changes described in the Proposed Rule, Genentech asks the
Agency, at a minimum, for additional time to revise and update our data collection systems and
processes to comply with the changes. We also will need time to review the implemented
revisions and to verify our calculations for consistency and accuracy before using them to
determine actual ASPs. When the transition from average wholesale price (AWP) to ASP
reporting began after passage of the MMA, CMS recognized the importance of conducting a
“trial period” with the new methodology to help identify and address initial concerns. We
recommend that if CMS moves forward with its proposed revisions, a similar trial period is
adopted for at least one full quarter to allow potential problems with the new method to be
addressed as well.

Reporting of Additional Product-Specific Information

CMS proposes that beginning January 1, 2006, manufacturers must report wholesale
acquisition cost (WAC) on the last day of the reporting period for all single-source drugs or
biologicals. In addition to collecting ASP and WAC, CMS also proposes to begin collecting
product-specific information such as the product’s name, package size (strength, volume per
item, and number of items per NDC); expiration date for last lot manufactured: and date the
NDC was first marketed or sold, depending on the date of market entry. Genentech supports
CMS' proposal to collect this additional product-specific data insofar as the information will heip
CMS calculate more accurate payments, including a true weighted average of ASPs for HCPCS
codes encompassing multiple NDCs.

Reduction in Physician Fee Schedule Payments

Genentech is concerned that significant cuts to Medicare payments for physician administration
services may decrease patient access to needed treatments. Specifically, the combination of
the estimated 4.3% decrease in the annual conversion factor, the expiration of the transitional
adjustment payment mandated by the MMA, the inclusion of physician-administered drugs in
the current SGR formula, and the potential termination of the /mproved Quality of Care for
Patients Undergoing Chemotherapy demonstration project, will result in significantly lower
payments for 2006 drug administration services than in 2005. The unintended consequence of
such decreases may jeopardize Medicare beneficiaries’ access to needed care.

Decreases by Physician Specialty

According to CMS’ projections, the impact of the reimbursement decreases will vary by
specialty. For example, CMS estimates that 2006 Medicare payment for oncology/hematology
services will decrease by 5.2%, 5.4% for rheumatology, 5.3% for ophthalmology, and 3.5% for
allergy/immunology. CMS also projects, however, that despite the expected decrease in
oncology administration services, overall Medicare revenues for this specialty actually will
increase by 8.1% if the use of oncology drugs and services increase at a similar rate in 2006 as
in the past. Although Genentech supports this end result, it is unclear how CMS calculated the
percent decreases, in particular the marketplace assumptions and methodology used to
determine its projections.




To help the healthcare community better prepare for the anticipated decreases, the
Biotechnology Industry Organization (BIO) requested further information from CMS in a letter
dated August 20, 2005.° In the absence of a response to BIO’s inquiry, we are unable to
comment specifically on the projected decreases by physician specialty, and provide detailed
suggestions for ways in which CMS can correct any flawed assumptions or calculations. Until a
response to BIO’s letter is obtained, we recommend that CMS delay any decreases in
reimbursement in 2006.

Reforming the Physician SGR Payment System

The Medicare SGR payment formula for physicians has been the subject of significant debate
since its development. Recently, Congress has initiated a new effort to discuss reforming the
SGR and ensuring more appropriate reimbursement and widespread access to medically
necessary physician services.

One of the largest concerns regarding the SGR is the inclusion of Part B drugs and biologicals
in the formula. As patient are prescribed and use more physician-administered drugs,
physicians overall payment will decrease according to the current SGR methodology. Under the
current system, perverse economic incentives exist for physicians to inappropriately change
their prescribing patterns to compensate for this reduction. Specifically, physicians may not
prescribe injectable or infused drugs even when clinical most appropriate for their patients. In
addition, they may prescribe other forms of therapy such as an oral outpatient drug, which may
not be as effective as an injectable or infused product. Finally, physicians may feel pressured to
move care currently provided in the physician office setting to the hospital outpatient
department, which commonly is more expensive.

In order to improve the SGR methodology, Genentech recommends that CMS continue to work
closely with providers and other relevant stakeholders to ensure appropriate actions are taken
to improve the caiculation, and ultimately reimburse physicians adequately and appropriately for
care delivered. Genentech supports the position of the House Ways & Means Committee, and
the 89 Senators who wrote the Administration to remove Part B covered drugs from the
calculation of target spending for physicians under Medicare.

Continuation and Expansion of Demonstration Projects

When Congress drafted the MMA, important consideration was given to ensure significant
changes to reimbursement for physician-administered drugs and biologicals and associated
services would not negatively impact patient care. One tool CMS frequently employs to test and
measure the likely effect of reimbursement changes on the quality of Medicare services
provided is the implementation of demonstration projects.

? Letter sent from BIO to Herb Kuhn, Director, Center for Medicare Management at CMS, dated August 30, 2005 and
entitied “Methodology Used to Calculate Values in Proposed Rule on Revisions to Payment Policies under the
Physician Fee Schedule for Calendar Year 2006 (CMS-1502-P)."
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Oncology Demonstration Project

CMS initiated a demonstration project in 2005 entitled improved Quality of Care for Patients
Undergoing Chemotherapy to measure and improve the quality of care provided to Medicare
patients with cancer. By collecting data on three quality-of-life indicators for patients undergoing
chemotherapy treatment, CMS has been able to build a database of “real-time” information to
measure and better understand the symptoms of patients receiving chemotherapy. Such data
will be useful to providers and patients alike to help better understand the quality of care
provided to Medicare beneficiaries with cancer, adjust treatment practices as needed, and
potentially reduce overall treatment costs.

Due to the widespread adoption and overwhelming support of the Demonstration by the
oncology community, including House Resolution 261* and a bi-partisan ietter signed by 39
Senators®, Genentech strongly recommends that CMS continue the oncology Demonstration
project throughout 2006. In the Proposed Rule, CMS outlines its intentions to continue working
with the oncology community to collect data and to improve the care of patients with cancer.
Genentech supports CMS’ interest in continuing its data collection efforts regarding the
relationships between patient-reported symptoms, hospitalizations, and emergency room visits
for beneficiaries undergoing cancer treatment.

When developing plans to extend the Demonstration project into 2006, CMS should design the
program with similar requirements and administrative responsibilities as in 2005, including the
continuation of using the new billing codes specifically created to capture services provided
under the demo. By continuing the Demonstration project, and expanding it as necessary,
through cooperation with the oncology community, CMS will be able to build upon its baseline
data with additional information needed to help answer the questions identified in the Proposed
Rule.

Expanding Demonstration Project to Other Physician Specialties like Rheumatology

The success of the improved Quality of Care for Patients Undergoing Chemotherapy
demonstration has generated a great deal of interest among other physician specialties such as
rheumatology, gastroenterology, urology, and infection disease, who also typically administer
drugs and biologicals to beneficiaries under Part B of the program. These specialties recognize
the value of data collection to improve the care delivered to all Medicare patients, not just those
with cancer. Genentech recommends that CMS expand the current Demonstration project to
include non-oncology medical specialists who provide similar services to patients, and for which
equally useful quality data can be collected. Specifically, we would like CMS to develop a
demonstration project studying the quality of care provided by rheumatologists.

* House Resolution 261 entitled “Expressing the sense of the House of Representatives that the Centers for Medicare
& Medicaid Services should be commended for implementing the Medicare demonstration project to assess the
quality of care of cancer patients undergoing chemotherapy, and should extend the project, at least through 2006,
subject to any appropriate modifications.” Introduced by Representative Ralph Hall (R-TX) on May 5, 2005.
Accessed at hitp./Awww govtrack us/congress/bill.xpd.

® Details of letter accessed at

http.//communityoncology.org/Defauit. aspxtabid=688&cti=Details&mid=390&ItemID=188 on August 36, 2005.
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Rheumatologists treat Medicare patients with various conditions such as rheurnatoid arthritis,
ankylosing spondylitis, and psoriatic arthritis using an infused drug that requires them to
manage simitar symptoms in their patients as those undergoing chemotherapy. The American
College of Rheumatology (ACR) has spent considerable time and effort drafting standard and
validated assessment measures to evaluate patient functionality when receiving treatment for
the conditions mentioned above. The ACR presented their initial thoughts to CMS in late
September and looks forward to working further with the Agency to discuss additional details
and administrative necessities involved with creating a paraliel demonstration project. By
including rheumatologists and other medical specialties in a similarly-styled demonstration
project as currently employed for oncology, it will provide valuable data that should improve care
provided while reducing both short- and long-term medical costs for patients with rheumatic
conditions.

Changes to Payment for Products Provided in ESRD Facilities

CMS proposes to revise payment for separately billable drugs and biologicals furnished by free-
standing ESRD facilities to be more consistent with payment rates for most other Medicare Part
B drugs and biologicals. Beginning in 2006, CMS proposes to pay for products billed separately
from the dialysis composite rate at ASP+ 6% instead of average acquisition price. (CMS
proposes to continue payment for separately billable drugs and biologicals administered to
dialysis patients in hospital-based facilities on a cost basis.) Genentech supports the Agency's
proposal to reimburse separately billable products administered in free-standing ESRD facilities
at ASP+6% in order to maintain consistency within the Part B payment system, and because
CMS already collects ASP data on a quarterly basis. Moreover, ASP-based reimbursement
more accurately captures provider’s costs than outdated acquisition data.

In addition to changes in payment for separately billable drugs and biologicals, CMS also
proposes a drug add-on adjustment of 8.9% to the dialysis composite rate payment in 2006 for
freestanding dialys

transian i e 21




recommends that the Agency revise its definition to telehealth services because doing so would
increase access to the most favorable treatment options available, particularly for patients
residing in rural areas.

CMS outlines some reasons in the Proposed Rule as to why the Agency does not want to
change the definition of an interactive telecommunications system. Genentech believes,
however, that due to the severity and time-sensitive nature of this condition, the ability for the
treating physician to make a timely diagnosis and treatment decision for a patient in need
outweighs potential unknowns with the technology. Specifically, the suggested additional
clinical value of two-way interactive video compared to a one-way video is not enough in and of
itself to justify the unmet clinical need for providing this service in a timely manner.
Nonetheless, additional research should be conducted to determine whether the use of a one-
way video telecommunications system that permits the physician at the distant site to examine
the patient in real-time is clinically adequate for a range of specialty consultations besides
stroke, particularly those in which an immediate decision is not paramount to patients’
outcomes.

Conclusion

Genentech appreciates the opportunity to comment on the Physician Fee Schedule 2006
Proposed Rule, and urges the Agency to make the policy recommendations described above.
We look forward to working with the Agency and all interested stakeholders to ensure payment
for administration of drugs and biologicals under Part B of the Medicare program is appropriate
and does not compromise beneficiary access to care

Please contact me or Heidi Wagner at (202) 296-7272 if you have any questions about our
comments or need additional information.

Sincerely,

[Volle Yo

Walter Moore
Vice President, Government Affairs

cc: Herb Kuhn, Director, Center for Medicare Management
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Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue S.W.
Washington, D.C. 20201

Re: Medicare Program; Revisions to Payment Policies Under the Physician fee Schedule
Jfor Calendar Year 2006; Proposed Rule; 70 Fed. Reg. 45,764 (Aug. 8, 2005)

Dear Administrator McClellan:

The Association of American Medical Colleges (AAMC) appreciates this opportunity to
comment on the Centers for Medicare and Medicaid Services’ (CMS) proposed rule

concerning Revisions to Payment Policies Under the Physician fee Schedule for Calendar
Year 2006; Proposed Rule; 70 Fed. Reg. 45,764 (Aug. 8, 2005).

The AAMC is a national association representing the 125 accredited U.S. Medical
schools, the 16 accredited Canadian medical schools, nearly 90,000 full-time clinical
faculty, approximately 400 major teaching hospitals and health systems, 90 academic and
professional societies, and the nation's medical students and residents.

Clinical faculty provide a variety of services to Medicare beneficiaries, ranging from
primary care to subspecialty care. On a national basis, the median amount of service
provided to Medicare patients is 24% of total services across all specialties; there are
fifteen specialties for which the median amount of service provided to Medicare patients is
greater than 30%. Some individual departments report that as much as 49% of their
clinical services are provided to Medicare patients. Further, also on a national basis, the
median amount of service provided to Medicaid patients is 16%, compared to just 4% for
nonacademic multispecialty group practices. Academic medical centers serve the
particularly vulnerable dually eligible Medicare-Medicaid patients as well.

Updates to the Conversion Factor under the Sustainable Growth Rate (SGR) System

Stable and adequate Medicare physician payments are critical to ensure that seniors have
continued access to the professional services provided by academic physicians. Nearly
one-sixth of all physicians providing Medicare services are academic physicians.
Medicare reimbursements to academic physicians represent up to one-third of faculty
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practice revenues. In light of the fact that faculty practice revenues, on average, represent
about 36% of a medical school’s total revenue, unstable Medicare payments could
jeopardize beneficiary access to faculty professional services, as well as academic
medicine’s core missions of medical education, research, clinical services, and community
services (including charity care).

The 2006 physician fee schedule proposed rule projects a 4.3% decrease to the conversion
factor (CF). Under the current flawed SGR system, this will be the first in a series of
reductions that are projected to total approximately 26% over the next six years. The
physician community has long commented on problems with the SGR system, particularly
the volatile and steep negative updates to the conversion factor resulting from the need to
meet expenditure targets. CMS’ annual calculations of the Medicare Economic Index
(MEI) have identified the MEI to be approximately 3% each of the past several years.
However, the CF, even with legislative relief, has not kept pace with this rate of increase
in practice related expenses. The impact of the proposed decrease in the 2006 CF, and thus
physician payments, is even more disconcerting given CMS” prediction that once again
costs to deliver medical care will grow by 2.9%.

AAMC analyses conducted in prior years when the CF was cut dramatically, such as
2002, demonstrated that the vast maj ority of faculty practice plans stood to lose more than
-5.4% of their Medicare revenue (the CY 2002 reduction in the Conversion Factor). In
fact, Medicare revenue for some plans was projected to decline by as much as 7.5%.
Further analysis of the impact by specialty demonstrated that some specialties, because of
the CY 2002 changes in Relative Value Units (RVUs), were projected to experience
Medicare revenue declines of 10% or greater. AAMC is concerned that the projected cut
of 4.3%, combined with proposed changes to the Practice Expense Relative Value Units
(PERVU) will once again have differential and greater impact on faculty practice groups.

Physician practices are also businesses and it is difficult to maintain any business that
experiences continuously declining revenue in the face of continuously increasing
expenses. Decreasing payments to physicians at a time when costs are increasing places a
financial burden on physicians who care for Medicare beneficiaries. This trend could
potentially have an adverse impact on beneficiary access to care.

In March 2005, AMA released results of a survey in which physicians were asked whether
they plan to make changes to accepting new Medicare patients, or to treating established
Medicare patients, if Medicare payments are reduced by 5% in 2006. The AMA report
includes the following findings:

Almost 40% of physicians plan to decrease the number of new Medicare patients they
accept if Medicare payments are cut by 5% in 2006. F: urthermore, almost 20% of
Physicians say they fear such cuts may force them to reduce the number of established
Medicare patients they treat if Medicare payment rates are cut by 5% in 2006.

Physicians were asked whether they plan to make any changes to their practice if
Medicare payments are reduced by 5% in 2006 and by 31% in 2006-2013. If Medicare
payments are reduced by 5% in 2006, more than half of physicians will make patient care
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changes within their practice, including reducing time spent with Medicare patients,
increasing the referral of complex cases and ceasing to provide certain services.

In addition, more than half of physicians will not make investments in their practice,
including deferring the purchase of new medical equipment and the purchase of
information technology. Furthermore, if Medicare payments are reduced by 31% in
2006-2013, more than two-thirds of physicians will make these bypes of significant patient
care changes and cease important investments in their practice. (Source: Member
Connect®: Physicians® Reactions to the Projected Medicare Physician Payment Cuts,

American Medical Association, Division of Market Research and Analysis. March 2005)

Many academic medical centers (AMCs) and their faculty serve as safety net providers in
their community and are committed to providing the best possible care to Medicare
beneficiaries. However, the current proposed payment reduction, and the potential impacts
noted above, would weaken the financial stability of academic medical centers.

Specifically, as safety net providers, AMCs treat Medicare beneficiaries as both primary
and referral providers. If physicians nationally begin to limit their number of new and/or
established patients, or begin to refer complex and other types of cases, such patients are
likely to be referred to AMCs or other groups that continue to accept Medicare patients.
Also, if physicians nationally do not invest in equipment and technology, it is possible that
the rate of diffusion of new treatment technologies from academic centers into the
community will be slowed, thus also resulting in more patients being treated at AMCs
than would otherwise if physicians did not make such choices. If these potential responses
by physicians occur, and negative conversion factor updates continue, the financial impact
will likely place ever-increasing strain on academic medical centers’ ability to fulfill their
multiple missions and serve as safety net providers.

As you stated, when the proposed rule was released, “the current system of paying
physicians is simply not sustainable.” There also has been acknowledgement from
Congress and MedPAC that the SGR must be replaced with a new formula that reflects
increases in the cost of practicing medicine and provides stable updates. Thus, we urge
CMS to take all administrative actions that will facilitate enactment of a new payment
methodology by Congress.

* Administrative Actions to Address Issues with the Medicare Physician Payment

Formula

The SGR could be adjusted by CMS to take into account many factors beyond physicians’
control, including changes due to law and regulation, which promote Medicare spending
on physicians’ services. The two most notable of these are spending on drugs covered
under Part B and changes due to National Coverage Decisions (NCDs).

» Removing Drugs from SGR Calculations

Between the 1996 SGR base year and 2004, the number of drugs included in the SGR pool
rose from 363 to 444. Further, actual spending on physician-administered drugs rose from
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$1.8 billion to $8.7 billion, an increase of 365% per beneficiary, compared to an increase
of only 63% per beneficiary for actual physicians’ services. As a result, drugs have
consumed an ever-increasing share of SGR dollars and have gone from 3.7% of the total
in 1996 to 10% in 2004.

Ideally, a permanent solution to the SGR problems will be achieved by the combined
efforts of CMS, Congress and the physician community. Unfortunately, congressional
relief alone will result in costs that will be significant and perhaps prohibitive. However,
if the Administration exercises its authority to assist with achieving this goal, a solution
may be more readily adopted.

The physician community believes that CMS has the authority to make administrative
changes to its calculation of the formula that would lower the cost for Congress to enact a
new Part B payment methodology by retroactively removing the costs of drugs and
accounting for NCDs.

Members of Congress share this opinion. House Ways and Means Chairman Thomas and
Health Subcommittee Chairman Johnson, as well as Senate Finance Chairman Grassley,
Ranking Member Baucus (and 87 additional Senators) recently sent written
correspondence to CMS and to OMB Director Bolton, respectively, requesting that
increases in Medicare spending due to physician-administered drugs be removed
retroactively from calculations of the SGR. Chairmen Thomas and Johnson also
requested that steps be taken to ensure that the SGR accurately reflects spending
increases due to such matters as expanded Medicare benefits and national coverage
decisions,

The AAMC encourages CMS to use its administrative authority to remove Medicare-
covered, physician-administered drugs and biologics from the physician payment formula,
retroactive to 1996, for the 2006 physician fee schedule rule. Removing drugs will
significantly reduce the cost of legislation to address the projected Medicare pay cuts.
Earlier this year CMS indicated to Congress that removing drugs prospectively is worth
about $36 billion, while removing them from the base-year forward is worth $111 billion.

¢ Impact of Expanded Benefits and National Coverage Decisions

Congress and CMS have initiated a variety of changes to the Medicare program which are
very beneficial to patients and can assist with improving the health status of America’s
seniors. However, as discussed above relative to coverage of drugs under Part B, these
changes will also result in greater use of physician and other services covered under Part
B, which will ultimately penalize physicians under the current SGR methodology.
Although the impact of the increased expenditures could be removed from the SGR
expenditure target, they often are not adequately accounted for and removed from the SGR
calculations.

Under the MMA several new benefits became effective on January 1, 2005. Some of
these benefits included such things as: initial preventive physical examinations; diabetes
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screening tests; cardiovascular screening blood tests; coverage of routine costs of
Category A clinical trials; and additional ESRD codes on the list of telehealth services.
These services will result in increased spending due to increased physician office visits
and related medically necessary services such as laboratory tests to monitor or treat
chronic conditions that will now be identified. CMS has not provided details of how these
estimates were calculated, and certain questions remain. Further, CMS should examine
past experience with out-year increases of new benefits when projecting expenditures due
to MMA enactment. Specifically, BBA-related changes, including pelvic and breast
exams to screen for breast or cervical cancer were still increasing at a rate of about 10% a
few years after implementation, as were colorectal cancer screenings of high-risk
patients. These impacts should be taken into account in revising the 2005 and 2006 SGR.

Practice Expense Relative Value Units

The proposed rule includes CMS” plan to revise the current methodology for establishing
practice expense relative value units (PE RVUs) for physicians’ services. The proposed
rule states that the new methodology and its impact on some PE RVUs, could cause
financial burden on medical practices, especially in combination with projected Medicare
physician pay cuts. CMS, therefore, is proposing a four-year phase-in of the new PE
RVUs, beginning in 2006. CMS has identified that the new methodology will cause
largest increases of PE RVUs for the specialties of dermatology, urology, radiation
oncology, gastroenterology, pathology, and physical therapy while anesthesiology,
neurosurgery, cardiac surgery, thoracic surgery, ophthalmology, rheumatology and some
non-physician practitioners face the steepest cuts,

As mentioned above, AAMC data analyses indicate that there are fifteen specialties for
which the median amount of service provided to Medicare patients by faculty practice
groups is greater than 30%. Initial analyses by AAMC of the impact of the proposed CF
update of —4.3% and PE RVU changes indicate that the decrease in revenue across faculty
practice groups will exceed —6%. This results from the type and mix of services that are
typically provided by academic medical centers.

The significant impact of the changes in PE RVUs under this proposal warrants further
consideration and review by the medical community and CMS. Review could include
CMS’ publication of: examples of how the new values were calculated, the actual new
practice expense values for each code (in addition to the values for the first year of the
transition included in the proposed rule); the practice expense per hour and source of the
data for each specialty, and the budget neutrality adjuster applied as a final step to the
calculations.

Supervisory Anesthesiologists in a Teaching Setting

The AAMC encourages CMS to revise Medicare policy to allow supervising
anesthesiologists in a teaching setting to be paid 100% of Medicare payment when
supervising two concurrent resident cases, similar to payment for teaching physicians
involved in two overlapping surgeries. Establishment of payment parity among
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anesthesiologists and surgeons under the Medicare program will assist with continuing to
provide adequate access to services for Medicare patients.

Multiple Imaging Procedure Reduction

The AAMC encourages CMS to reconsider its position on applying multiple imaging
procedure payment reductions. If CMS does apply reductions as the proposed rule
indicates, AAMC recommends that savings from any new policies related to multiple
imaging procedure reductions be applied to practice expense relative values only, rather
than to all relative values. Physician work relative values should be maintained and
remain stable and thus should not be subject to budget neutrality adjustments.

Quality

On page 308 of the proposed rule, CMS requests comments “that build on recent progress
on payment reforms to promote higher quality and avoid unnecessary costs, and that are
consistent with the President’s budgetary goal of paying for better value in Medicare
without increasing overall Medicare costs.” Previous AAMC testimony to PPAC noted
that AAMC supports the CMS quality agenda for both physicians and hospitals. All
AAMC Council of Teaching Hospital and Health System members that were eligible to
submit data for COMPARE quality reporting did so. Several AMCs are actively involved
in current CMS quality demonstration projects including the Physician Group Practice and
Care Management for High Cost Beneficiaries demonstration projects.

AAMC has also advocated, as have several other physician organizations, that physician
pay-for-performance programs need to be based upon clear design principles and goals for
which there is broad agreement. AAMC believes that key among these are:

* Improved quality of care and safety should be the primary objective of initiatives.
It is well recognized that improved quality and implementation of some
preventive measures can decrease health care utilization and thus also decrease
costs in the long-run. However, improved quality and safety should be the
primary objective of activities.

* Performance measures must be evidence-based, broadly accepted, clinically
relevant, continually updated and developed with the physician community.

* Data must be fully adjusted for case-mix, sample size, age/sex distribution,
severity of illness, number of co-morbidities, and patient population
characteristics that may influence results.

* Fair and accurate models for attributing care when multiple physicians treat
patients must be implemented.

 Initiatives need to be flexible enough to assess performance at both the individual
level or the group level, as appropriate.
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¢ Physicians must have the ability to review and correct performance data.

¢ Quantity of Measures

In addition, the implementation of quality programs should be fair and equitable to all
physician specialties and groups, without placing additional undue administrative burdens
on a particular specialty or practice type. As CMS, specialty societies, and quality
consensus building organizations examine multiple measures for different specialties,
CMS should consider the feasibility of implementing large numbers of multiple measures
simultaneously or at a rapid pace.

Specifically, current and foreseeable Medicare reimbursement systems will pay physicians
on a service code level basis. CMS needs to be mindful of the potential unintended
negative consequences of implementing pay-for-performance systems on a service code
basis, whether for actual discrete payments or for metrics factored into overall payments.
CMS appears to recognize that such an approach could lead to inequitable payment among
specialists, and thus has initiated work to gather measures from all specialties,

However, if multiple performance measures are implemented for multiple specialties
simultaneously, physicians/physician groups might have to report on all relevant
performance measures to be eligible for payment and recognition. This could result in an
abruptly increased administrative burden on multispecialty group practices.

AAMC data show that the median number of clinical departments and physicians at
AMC:s are 16 and 500 respectively and thus AMCs have physicians in essentially all
specialties. Depending upon the structure of a performance improvement system, AMCs
could be required to implement al/ measures. Compared to single specialty practices, large
multispecialty practices would need incrementally more resources to implement, track and
validate a large number of measures.

Although such practices may have information technology resources to assist with quality
improvement efforts, current information technology (IT) alone cannot produce quality
improvement. Quality improvement efforts also require workflow redesign for physicians
and support staff, organizational system redesign, and often, IT system modifications.
Despite recent increases in electronic health record systems on the market, these systems
are exactly that-electronic health record systems—and do not necessarily include the
functionality of ready-to use patient registries, a key building block to population
management and quality improvement.

Thus, we believe that CMS needs to consider carefully its implementation of pay-for-
performance (or reporting) programs with respect to the volume of measures required to
be eligible for recognition and/or payment. Most private payers implementing pay-for-
performance programs have begun with a modest number of measures and increased them
steadily over time. Even the current Medicare PGP demonstration project is phasing in
measures for one disease state per year. Again, AAMC strongly encourages the adoption
of quality standards, but requests that CMS use it’s administrative authority to ensure that
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quality programs are designed in a flexible manner to accommodate the many structures of
physician practices and groups.

e Attribution of Care

Careful consideration needs to be given to the methodology used to attribute care to
individual physicians or groups when more than one physician/group treats a patient. This
is an issue that CMS and participants in the Physician Group Practice demonstration have
strived to address in order to utilize an attribution model] that is fair, can be implemented,
and is consistent with patient care practices and preferences.

A patient may be followed by more than one provider, both of whom have accountability
around one disease state or who have distinct accountability around separate disease
states. If a primary care physician and a consulting endocrinologist do not share or have
access to treatment history and results for a patient with diabetes, duplicative services
could be provided. An unwanted result could be that a patient receives more than the
medically-necessary number of foot or eye exams each year or undergoes duplicate lab
tests. An equally unwanted result could be that a patient does not receive an indicated test
because one provider assumed or was erroneously told that it was arranged. In either
circumstance, these examples highlight the need for correct attribution of responsibility
and delivery of care.

AAMC appreciates the opportunity to comment on the Medicare Program, Revisions to
Payment Policies Under the Physician fee Schedule for Calendar Year 2006, Proposed
Rule. We would be pleased to provide clarification or additional comments. Please
contact me or Mr. Robert Dickler or Ms. Denise Dodero at (202) 828-0490.

Sn;cerely,

Jbrdan J. Cohen, M

cc Mr. Robert Dickler, Senior Vice President
Ms. Denise Dodero, Associate Vice President
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: GPCIs
I understand that Medicare is proposing to create a new payment locality for Sonoma County,

which is an increasingly expensive place to live and work. In the new locality, the Medicare
~ reimbursement rate would be more closely matched to actual practice expenses than it is now.

The new locality would help Sonoma County physicians improve the quantity and quality of care
they deliver to Medicare beneficiaries and other patients. The locality change would also benefit
efforts to recruit and retain physicians in the county, which has a large Medicare population.

I fully support your proposal to change Sonoma County’s payment locality, and I appreciate the
opportunity to comment on this important issue.

Sincerely,

Name: Bennett Wren

Address: 104 Plumeria Court

City, State, ZIP Cloverdale CA. 95425

cc: Two copies attached
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: GPClIs

I am a Medicare beneficiary who receives medical care from a physician in Sonoma County,
California. [ understand that Medicare is proposing to create a new payment locality for Sonoma
County, which is an increasingly expensive place to live and work. In the new locality, the
Medicare reimbursement rate would be more closely matched to actual practice expenses than it
is now.

The new locality wouid heip Sonoma County physicians improve the quantity and quality of care
they deliver to me and other Medicare beneficiaries. The locality change would also benefit
efforts to recruit and retain physicians in the county, which has a large Medicare population.

I fully support your proposal o change Sonoma County’s payment locality, and I appreciate the
opportunity to comment on this important issue.

Sincerely,

Name: (Z;Z{Z%/ {@W/‘/

Address: 798 W@é

City, State, ZIP W/ %%A/

cc: Two copies attached.
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: GPClIs

As a physician practicing medicine in Sonoma County, California, I strongly support,
your proposal to create a new payment locality for Sonoma County. The new locality
would lessen the disparity between practice expenses and Medicare reimbursements.

This disparity has adversely affected our local health care system for several years. In
many cases, Medicare reimbursements don’t cover expenses, and a significant number of
local physicians have stopped taking Medicare patients or have simply left the county.
The disparity has also hampered efforts to recruit new physicians to Sonoma County.

By creating a new payment locality for Sonoma County, you will help ensure the
viability of physician practices in the county and will improve access to care for local
Medicare beneficiaries. Your proposal will correct existing payment inequities and will
help you achieve your goal of reimbursing physicians based on the cost of practice in
their locality.

Thank you for the opportunity to comment on this important issue.

Dl

Name: RALPH P HQYAW

Office Address: /o4 1 FouRTW ST

City, State, ZIP SA~TA Rosa, <A
Qs4vod
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August 15, 2005

Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

RE: File Code CMS-1502-P
Issue Identifier: GPCI’s/ Payment localities

I am writing to comment on the proposed rules governing physician fee schedule for calendar year 2006 published
in the Federal Register this summer. 1 strongly support the proposed rules changes regarding physician payment
locality revisions in California involving Santa Cruz and Sonoma Counties because they correct inadequacies in
reimbursement to these two counties, both of which currently remain in Locality 99 even though their GAF’s have
exceeded the 5% threshold(105% rule) over the national 1.000 average.

In particular, the County of Santa Cruz, when broken out from Locality 99, would otherwise reflect a 1.125% GAF.
The boundary payment difference between Santa Cruz and its neighboring County of Santa Clara(Locality 9) is a
whopping 25.1% for the same medical service. The status quo is unfair and discriminatory to the citizens of Santa
Cruz. ‘

Access to medical care suffers because Santa Cruz remains in Locality 99. The imbalance between physician
reimbursement and geographic practice costs has many serious health consequences for us. Physicians are leaving
the area, retiring early or moving away. It is difficult to recruit new physicians to replace those who die, retire, or
relocate. Those new physicians who do come here usually stay only 1-2 years before moving to other parts of the
state or country where they can afford to live and work. Medicare recipients then have immense difficulty finding
new doctors because few primary care physicians can afford to take on new Medicare patients. When patients do not
have primary care doctors, they have to use our overcrowded emergency rooms for primary care. Many more
patients are admitted to the hospital for acute and severe medical diseases that might have been prevented or
managed as outpatients. Furthermore, sometimes critically ill patients must be transported out of cur county
altogether because the hospitals do not have the necessary medical specialists on staff for emergencies.

During my working career, 1 have paid all required taxes, and as a citizen living in Santa Cruz County, | deserve the
same access to quality health care as those residents of Santa Clara. 1 vigorously applaud CMS in taking action
now to correct this unfair situation, which has existed far too long. Placing Santa Cruz in a separate Locality with
physician reimbursements appropriate to the current geographic practice costs is the right thing to do.

Thank you for your efforts to create an equitable solution in 2006.

Sincerely yours,

Clus Pat—~

oD
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August 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: File Code CMS1502-P - Issue Identifier: GPCls / Payment Localities

To whom it may concemn:

I am writing to strongly support your proposed revision to physician payment localities in
California recently published in the referenced rule. The great difference between the cost of
medical practice in Santa Cruz County as measured by GAF cost values and the low rate of
reimbursement due to being assigned to Locality 99 has made recrnitment and retention of
physicians willing to serve Medicare beneficiaries very difficult.

We were pleased to see that your proposed rule would alleviate this problem by removing Santa
Cruz and Sonoma Counties from Locality 99 and placing them into unique localities. We land
your efforts to rectify this long-standing inequity. Your proposal will be of great help in
ensuring access to necessary health care services. The proposed rule is fair. Neighboring
counties to Santa Cruz and Sonoma have some of the highest payment levels for physicians in
the nation. The adjustment you propose appropriately addresses this payment imbalance. This
revision would bring you closer to your goal of reimbursing physicians based on the cost of
practice in their locality.

Sincerely,

¢ Bem

Edie Brown, RN, MPH
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: File Code CMS 1502-P
Issue ldentifier: GPCI’s/Payment Localities
Dear Sirs,

I strongly support your proposed change to the physician payment localities in California,
which is stated on page 92 in your recently published Revisions to Payment Policies
Under the Physician Fee Schedule for Calendar Year 2006. This refers to your proposal to
move Santa Cruz and Sonoma Counties from Locality 99 to their own unique localities.
As you know, the cost of medical practice here in Santa Cruz county is more than 10%
above the average cost of medical practice in Locality 99. Because of the relatively low
rate of Medicare reimbursement, it is difficult to recruit new physicians and to retain
established physicians in this area. Especially since our neighbor, Santa Clara county, has
a 24% higher reimbursement rate for the same medical services, luring physicians to
move to that area. Your proposed change appropriately addresses this payment imbalance
and will help develop an adequate physician base in our area. This will improve access to
health care services for all people, especially the senior population. I applaud your
recommendation to correct this long-standing inequity.

Sincerely,
Jéo ﬂQA&ﬁvdeﬁﬂ—
ﬁa—aja&"’ M} L 9S02E
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Center for Medicare & Medicaid Services .
Department of Health and Human Services "
Attention CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

re: GPCI
Geographical Price Cost Index

To Whom It May Concern:

This letter is to strongly urge you to support the change proposed administrative
change regarding the Geographical Price Cost Index for Santa Cruz and Scnoma
Counties.

Santa Cruz County is designated a rural county and the physicians here receive
payments that are considerably lower than our neighboring counties that are designated
urban. However, Santa Cruz County is one of the most expensive places to live in the
state and in the whole country.

The local medical providers have found it increasingly difficult to attract and retain
qualified physicians due to the lower Medicare reimbursement rate and the high costs of
living in this county. We are experiencing a crisis of not enough Medicare-assigned
physicians in the area.

Again, please support this proposal, as it would make a huge difference to the
Medicare beneficiaries in these areas.

Sincerely,

s _ Kot gon L. W,L%{,, ¥R7/05
vamo__Kathrya A. Huckaby
agarsswinao_ 24 | FOre<t  Ave

Saeatalruz, (A 25062
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: GPCI
To Whom It May Concern:

‘We strongly support the proposed revision to the physician payment
localities in California that you published in the reference rule.

You are to be commended for addressing an important issue for physicians
and Medicare beneficiaries in the San Francisco Bay Area. You have
addressed the two most problematic counties in the state, and you have made
an important change that will go a long way to ensuring access to care for
health care services in our county.

We understand this also to be a fundamental issue of fairness. Neighboring
counties to Santa Cruz and Sonoma Counties have some of the highest
payment levels for physician services in the nation. The adjustment that you
propose appropriately addresses the current inequitable payment problem.

CMS acknowledges that they have the responsibility to manage physician
payment localities. We understand that there have been not been revisions
to the localities since 1996. You have selected the most important area in
our state to begin to correct this problem. :

Sincerely,

Clrswishiva_ i~ \eone prr—
Safitt e b\"a/aéus_
4o Pznn7 Lot/
(Datonviile (A~ 2527
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/\ | September 2, 2005

Mark B. McClellan, M.D., Ph.D.
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: CMS-1502-P
Dear Dr. McClellan:

As an audiologist, ] am writing to express my concern about the Centers for Medicare &
Medicaid Services’ (CMS) proposed Medicare Physician Fee Schedule, which would reduce
Medicare reimbursement for audiology services by as much as 21 percent over a four-year period
beginning in 2006. No other specialty is as dramatically affected by the proposed elimination of
the non-physician work pool (NPWP) and the new methodology to calculate the practice expense
relative value units. Simply stated, audiologists may not be able to continue to offer services to
Medicare beneficiaries unless CMS develops an equitable reimbursement rate for these services.

Adequate and fair reimbursement rates for audiology services are essential for covering the
expenses audiologists incur in performing hearing and vestibular services for Medicare
beneficiaries. Hearing loss is a common malady of the aging population. As the lifespan of
America’s seniors increases, a greater need for audiology services will develop. For these
Medicare patients, the benefits of having qualified and licensed audiologists who are trained to
evaluate and care for them are immeasurable.

I respectfully request that you work with the audiology community and the American Academy
of Audiology to develop solutions to address the negative impact of the elimination of the non-
physician work pool. Working together, we can develop a fair and equitable reimbursement rate
for audiology procedures and ensure Medicare beneficiaries’ access to these vital services.

Thank you for your consideration.

Respectfull

nnifer Fargo /Li\%rog, M.A., Audiologist

Cc: Mr. Herb Kuhn, Director, Center for Medicare Management

Jennifer Fargo Lathrop, M.A., FAAA « Jane H. Baxter, M.S., FAAA
Board Certified in Audiology
# 496 First Street, Suite 120 * Los Altos, CA 94022 » (650) 941-0664

3 3351 El Camino Real, Suite 100 » Atherton, CA 94027 « (650) 366-9605
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Mark McClellan, M.D., Ph.D.
Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P/TEACHING ANESTHESIOLOGISTS
P.O. Box 8017
Baltimore, MD 21244-8017

Dear Dr. McClellan:

I am writing to urge the Centers for Medicare and Medicaid Services (CMS) to
change the Medicare anesthesiology teaching payment policy.

Medicare’s discriminatory payment arrangement, which applies only to
anesthesiology teaching programs, has had a serious detrimental impact on the
ability of programs to retain skilled faculty and to train the new anesthesiologists
necessary to help alleviate the widely-acknowledged shortage of anesthesia
providers -- a shortage that will be exacerbated in coming years by the aging of
the baby boom generation and their need for surgical services.

Under current Medicare regulations, teaching surgeons and even internists are
permitted to work with residents on overlapping cases and receive full payment so
long as the teacher is present for critical or key portions of the procedure.
Teaching surgeons may bill Medicare for full reimbursement for each of the two
procedures in which he or she is involved. An internist my supervise residents in
four overlapping office visits and collect 100% of the fee when certain
requirements are met.

Teaching anesthesiologists are also permitted to work with residents on
overlapping cases so long as they are present for critical or key portions of the
procedure. However, unlike teaching surgeons and internists, since 1995 the
teaching anesthesiologists who work with residents on overlapping cases face a
discriminatory payment penalty for each case. The Medicare payment for each
case is reduced 50%. This penalty is not fair, and it is not reasonable.

Correcting this inequity will go a long way toward assuting the application of
Medicare’s teaching payment rules consistently across medical specialties and
toward assuring that anesthesiology teaching is reimbursed on par with other
teaching physicians.

Please end the anesthesiology teaching paym ena

o - s N

p

Address 224y Coﬁclrm#
Howbou Tx 772098
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August 10, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
ATTN: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Colleagues,

It has come to my attention that Medicare is considering changing the teaching physician policy for
anesthesiclogists. As a member of the American Association of Nurse Anesthetists (AANA), [ have
significant concerns with any changes that would create further inequities in how the Medicare system
treats teaching Certified Registered Nurse Anesthetists (CRNAs) and anesthesiologists, and, more
importantly, present possible negative impacts on Medicare beneficiaries’ access to safe anesthesia
care.

CMS has already twice rejected a proposal to change the anesthesia teaching rules so that teaching
anesthesiglogists would be paid a full fee for each of two overlapping cases involving medical
residents, a manner similar to certain teaching surgeons. Such a proposal provides major new
incentives to teach anesthesiology residents, and severe disincentives to teach nurse anesthetists, and is
not based on a consensus process that treats both nurse anesthetists and anesthesiologists equally.

I appreciate that Medicare is considering its options on this important policy issue. Nurse anesthesia is
a success story. With anesthesia 50 times safer than 20 years ago, CRNAs’ patient safety record is
shown to be indistinguishable from that of physicians providing anesthesia. CRNAs assure patients
access to safe anesthesia care, and predominate in rural and medically underserved America and the
.Armed Forces. Further, it has been shown CRNAs are educated more cost-effectively than are our
colleagues and competitors. Yet, while Medicare Direct GME payments to residents and medical
direction payment rules already discriminate against educating CRNAs, the nurse anesthesia
profession has been successful at increasing the number of accredited educational programs and
graduates to meet growing demand for safe anesthesia care for patients. Thus, changing the anesthesia
teaching rules to further dramatically favor one type of anesthesia provider over another creates
negative impacts against educating safe anesthesia providers such as CRNAs, harming the healthcare
system and patients’ access to healthcare services.

So that patients anywhere in the country will continue to have access to the safe anesthesia care that
they need, [ am requesting that CMS work with both nurse anesthetists and anesthesiologists in
-developing a consensus proposal to address issues in the anesthesia teaching rules.

Sincerely,

M Mqu\ﬁ

Signature

Print name: Mo rvie Bi G

Street address:
City/State/ Zip: foT” spvnd AL




August/September, 2005

Center for Medicare and Medicaid Services
Department of Health and Human Services
Artention: CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

To Whom It May Concern:

I am a Medicare beneficiary who receives care from a knowledgeable and dedicated
physician. I understand that the Proposed Rule CMS-1502-P will remove Santa Cruz
and Sonoma countics from Mcdicarc's payment Locality 99 in California, at the
expense of the remaining Locality 99 counties, including my own county, Monterey.

My physician will be expected to take yet another cut in Medicare reimbursement,
putting my continued ¢are in jeopardy. I’m worried that my physician may decide to
stop seeing Medicare patients altogether.

There is no doubt that the Medicare system needs to be fixed and that the physician
payment formula needs to be improved, but you're not solving any problems by this
piecemeal approach, In fact, you're jeopardizing the continued participation of your
current Medicare providers in the remaining Locality 99 counties.

1 appreciate your consideration of my opposition to CMS-1502-P,

Sincerely,

Signature: 4 /é*w-« L j,M

Name: /:{Otf&hce w. Ferrss

Address: 4315 )‘Fd/‘?( Od k U”"?
Sol: ras, k. 93 727



954
Form Lekter #1 (T)

¥ HEALTHSYSTEM Recewed 1

Department of Anesthesiology and Critical Care

August 29, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

RE: ~ Teaching Anesthesiologists

To Whom It May Concern:

I am writing in reference to the current Medicare teaching anesthesiologist’s payment rule, which is
unwise, unfair, and unsustainable. Quality medical care, patient safety, and an increasingly elderly
Medicare population demand that the United States has a stable and growing pool of physicians trained
in anesthesiology. There is a national priority on reducing surgical complications by 25% over the
next five years. Many of these strategies involve anesthesiologists, both in the operating room and
outside of the operating room. They require subspecialty trained physicians, including intensivists,
who are exclusively derived from the physician pool. Additionally, chronic pain is increasingly
common in the Medicare population, and anesthesiology is one of the primary routes by which
physicians are further trained in pain management.

Currently, slots in anesthesiology resident programs are going unfilled because of an ill-conceived
Medicare policy that shortchanges teaching programs, withholding 50% of their funds for concurrent
cases. The Department of Anesthesiology and Critical Care at the University of Pennsylvania School
of Medicine currently trains 72 residents and approximately 10 additional fellows in critical care,
chronic pain management, and cardiovascular anesthesiology. We have a faculty of over 62
physicians, with several faculty openings.

As outlined above, the Medicare teaching anesthesiologist rule significantly impacts our academic
departments and their ability to sustain economic viability. This has driven most research and
advancement out of the academic departments. As the Institute of Medicine report has recently
emphasized, anesthesiology is a field which has shown the greatest improvement in patient safety. As
CMS is well aware, quality of care is usually cost effective, and although adverse intraoperative events
directly attributable to anesthesiology have decreased, anesthesiologists continue to perform research
which would effect the entire perioperative continuum and decrease overall complication rates,
including such interventions as appropriate antibiotic timing, perioperative glucose control, and
numerous interventions to reduce pulmonary complications. Again, many of these strategies are

targeted to the highest risk and most vulnerable patients who seek teaching hospitals as the most
appropriate venue for care. Therefore, this arbitrary Medicare payment reduction, which is not in line

3400 Spruce Street « Philadelphia, PA 19104-4283




with the surgical fee schedule (in which the surgeon receives 100% of the fee for each case in
Medicare), will lead to stagnation in perioperative advancements which could improve patient care and
theoretically reduce overall healthcare costs.

CMS "must recognize the unique delivery of anesthesia care, and pay Medicare teaching
anesthesiologists on par with their surgical colleagues. The Medicare anesthesia conversion factor is
less than 40% of prevailing commercial rates. Reducing that by 50% for teaching anesthesiologists
results in revenue grossly inadequate to sustain the service, teaching, and research missions of
academic anesthesia training programs. The net result will be a reduction in advancements in quality
of care that have been the hallmark of academic anesthesia during the last 50 years. If you have any
questions, please feel free to contact me.

Sincerely,

ok G g o

John G. Augoustides, M.D.
Assistant Professor of Anesthesia

JGA/irk

3400 Spruce Street » Philadelphia, PA 19104-4283
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August 15, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O.Box 8017

Baltimore, MD 21244-8017

Re. File Code CMS1502-P
Issue Identifier: GPCI's / Payment Localities
Dear Sirs:

I am writing on behalf of Santa Cruz Orthopaedic Institate, Drs. Nicholas A. Abidi and
Peter M. Reynolds, to strongly support your proposed revision to physician payment
localities in California recently published in the reference rule. Our organization has
previously written to express our concern about the viability of the health care system
which serves our residents. The great difference between the cost of medical practice in
Santa Cruz County as measured by GAF cost values and the low rate of reimbursement
due to being assigned to Locality 99 has made recruitment and retention of physicians
willing to serve Medicare beneficiaries very difficult.

We were pleased to see that your proposed rule would alleviate this problem by removing
Santa Cruz and Sonoma Counties from Locality 99 and placing them into unique
localities. We applaud your efforts to rectify this long-standing inequity. Your proposal
will of great help in ensuring access to necessary health care services. The proposed rule
is fair, ,

Neighboring counties to Santa Cruz and Sonoma have some of the highest payment
levels for physicians in the nation. The adjustment you propose appropriately addresses
this payment imbalance. This revision would bring you closer to your goal of
reimbursing physicians based on the cost of practice in their locality.
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P. O. Box 8017
Baltimore, MD 21244-8017

Re. File Code CMS1502-P

% / [ . U ,—'/
[ssue Identifier: GPCI / Payment Localities ‘ 5
Dear Sirs:
I am writing on behalf of the citizens of Santa Cruz County, California, regarding revision of
Physician payment localities published in the reference rule. We have written to you previously regarding our
concerns that under-reimbursement of physicians in our county places our residents in jeopardy of experiencing a
deterioration of our health care system. We believe that your proposed revision of payment localities would address
those concerns and we laud your efforts at rectifying the current damaging situation. Your proposal would make an
important change that would substantially help in ensuring access to health care services in our county.
We understand this to be a fundamental issue of fairness. Neighboring counties to Santa Cruz and Sonoma have
some of the highest payment localities in the nation. The adjustment you propose is appropriate and fair in achieving
your goal of reimbursing physicians based on the cost of practice in their locality.

Sincerely ,

ool

£71 335 -0/2%

Loule . Showalke
550\3\/00\‘\1% &J(
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Date:SEPT 26/05

Centers for Medicare & Medicaid Services (CMS)
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore MD 21244-8017

Re:  File Code CMS1502-P
Issue Identifier: GPCT’s / Payment Localities
Dear CMS Staff:

I am writing to strongly support the proposed revision to physician payment localities in
California that you published earlier this month. I hope that you adopt this rule as final in
November. As an employee of Dominican Hospital, I am very concerned that as our physicians
age and retire, we as a community are able to attract new physicians to take their place. Ihave
followed the issues surrounding the inclusion of Santa Cruz County within Locality 99 for
California and welcome the opportunity to support your proposed solution to the current
inequitable payment policy. I believe adoption of your proposed rule will go a long way to
ensuring ongoing access to high quality care for community residents.

As you know, physicians in Santa Cruz receive reimbursement at levels 25% less than physicians
in two of our neighboring counties. Current payments are about 10% less than they should be,
given the county’s current GAF. They do not reflect the high cost of practice in our community.
You are to be commended for proposing a rule that would address this problem for physicians in
Santa Cruz and Sonoma Counties, the two most problematic counties in California. I believe this
to be fair and appropriate. Thank you for considering my comments.

Sincerely,

vemes Moy~ Tk Posanbre

Address: ;&)%g 9)”‘“ PCT‘& @a(}\dﬁ,
Santa Cruz cA 950L
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MICHAEL H. GoLDMAN, M.D., FA.C.C.

1635 NORTH GEORGE MASON DRIVE 3028 JAVIER ROAD

Surte 150 Surte 500

ARLINGTON, VIRGINIA 22205 FAIRFAX, VIRGINIA 22031

TELEPHONE (703) 6985556 FACSIMILE (703)807-0082
September 21, 2005 1

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re:  File Code CMS-1502-P

Proposed Centers for Medicare and Medicaid Services (“CMS”) rule for
the Medicare Program regarding Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2006 —

NUCLEAR MEDICINE SERVICES

Dear Administrator McClellan:

[ am a cardiologist in private practice and wish to comment specifically on that part of the
proposed rule that would reclassify nuclear medicine services as Designated Health Services
(DHS) for purposes of the Stark physician self-referral law. 1am concerned that this proposal
would unfairly penalize those physicians who have invested in entities providing such services in
reliance upon the statute and CMS’ prior interpretation of the statute. I further believe that this
proposed rule would significantly limit beneficiary access to nuclear services particularly in rural
areas. I request that this proposed change not be included in the final rule on the grounds that
Congress did not intend for the physician self-referral law to apply to nuclear medicine services
and that nuclear medicine is a distinct and separate field from radiology. In the event that CMS
reclassifies nuclear medicine services as DHS, I further respectfully request that the final rule
should grandfather prior ownership arrangements entered into in good-faith based on the existing
regulations.

It is clear from the statutory text, legislative history, and CMS’s own long-standing interpretation
of the physician self-referral law that nuclear medicine was not intended to be included in the
definition of DHS. Section 1877(h)(6) of the Social Security Act specifically includes only the
following services as DHS:

clinical laboratory services; physical therapy services; occupational therapy services,
radiology services, radiation therapy services and supplies; durable medical equipment
and supplies; parenteral and enteral nutrients, equipment, and supplies; prosthetics,

CHARI\B41476v2
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orthotics, and prosthetic devices and supplies; home health services; outpatient
prescription drugs; and inpatient and outpatient hospital services."

Congress further specifically defines radiology services as: “magnetic resonance imaging,
computerized axial tomography, and ultrasound services.”

As nuclear medicine is not in the statute as a DHS, CMS would need to determine that nuclear
medicine is encompassed in one of the congressionally enumerated categories of DHS. CMS
proposes to accomplish this by re-designating nuclear medicine procedures under what it calls
“radiology and certain other imaging services.” This proposal is beyond the scope of the
statutory language.

Importantly, the words “certain other imaging services” do not even appear in Section
1877(h)(6) and, in fact, Congress previously rejected statutory phrasing virtually identical to
language in the proposed rule. The original statutory provision included the extremely broad
category “radiology, and other diagnostic serwces" as DHS in Section 1877(h)(6)(D) of tite
Omnibus Budget Reconciliation Act of 1993.> The following year, however, in the Social
Security Act Amendments of 1994, Congress narrowed that broad language by striking the
phrase “other diagnostic services” and replacing it with a far more precise description of the
covered services. The new, narrowly drawn category of DHS consisted of “radiology services,
mcludmg magnetzc resonance imaging, compulterized axial tomography, and ultrasound
services.”* This language does not mention nuclear medicine.

CMS now seeks to rely on language Congress has previously rejected. If Congress had intended
to broaden the scope to a “radiology service,” it would have retained the earlier, broadly drawn
category or would have listed nuclear medicine services with MRI and CT. Rather, in amending
the statute, Congress affirmatively defined the scope of radiology services to omit nuclear
medicine.

Moreover, this interpretation of Section 1877(h)(6)XD) conforms to CMS’s own long-standing
and well-considered view that nuclear medicine is not a radiclogy service for the purpose of the
physician self-referral law. After carefully considering the statutory text and legislative record,
CMS, in its January 4, 2001 final rule, decided to “excludef] nuclear medtcme [from DHS]
because those services are not commonly considered to be radiology. *5 This judgment was
based on a specific factual finding with respect to the proper classification of nuclear medicine.

Nuclear medicine services are clinically and technically distinct from the services that Congress
enumerated in defining the scope of “radiology services” under Section 1877(h)(6)(D). The
American Board of Nuclear Medicine (ABNM), the primary certifying organization for the
practice of nuclear medicine in the United States, defines nuclear medicine as “the medical
specialty that employs radionuclides to evaluate metabolic, physiologic and pathologic

'42 U.S.C. § 1395nn¢h)(6) (2005).

270 Fed. Reg. 151 (Aug. 8, 2005).

? Public Law 103-66, Sec. 13,562 (Aug. 10, 1993).
* Public Law 103-432, Sec. 152 (October 31, 1994).
% 66 Fed. Reg. 927 (Jan. 4, 2001).

CHAR11841476v2 2




conditions of the body for the purposes of diagnosis, therapy and research.”® In a typical
procedure, a physician trained as a nuclear medicine specialist supervises the administration of a
radioactive material into a patient. The distribution of this administered material is determined
by special device that detects the radioactivity coming from the patient. The nuclear medicine
physician makes a diagnosis based on that distribution.’

The injection of radioisotopes into patients distinguishes nuclear medicine from radiology.
Although radiologists sometimes do inject “contrast agents,” these agents are biologically inert,
and their function is entirely different from that of radioisotopes in a nuclear medicine procedure.
As noted in the ABNM definition, some of the procedures performed in nuclear medicine are for
therapeutic purposes, and therefore, specialized training, such as that obtained in programs
leading to certification by the ABNM, is a prerequisite for clinically appropriate use.

CMS also relies on a letter from the American College of Radiology (ACR) claiming that
nuctear medicine is “a part of the specialty of radiology” and noting that the American Board of
Radiology’s (ABR) process of certifying diagnostic radiologists includes examination in nuclear
medicine. This position is directly contradicted by the Americal Board of Medical Specialties
(ABMS), the body that officially sanctions all medical residency training programs in the United
States. It is physicians trained in ABMS-approved programs, rather than the ABR, that define
the specialty of nuclear medicine.® According the ABMS, Nuclear Medicine and Radiology each
posses “primary” (that is, fundamental and independent} board status as medical specialties.
Nuclear Medicine, like Radiology, is one of only 26 distinct medical disciplines subject to
Primary Board Certification. Services such as CT and MRI, by contrast, have “affiliate” status,
and are among the many subspecialty groups within radiology. Moreover, the ABMS oversees
separate specialty training programs in both diagnostic radiology and nuclear medicine.
Although some nuclear medicine training is incorporated into the diagnostic radiclogy training
program, and the ABR does include questions on nuclear medicine in its certification
examination, only after successfully completing a nuclear medicine residency program do
physicians become eligible to take the American Board of Nuclear Medicine examination,

I am also concerned that CMS states in the proposed rule, that nuclear medicine services “pose
the same risk of abuse that the Congress intended to eliminate for other types of radiology,
imaging, and radiation therapy services and supplies””® CMS has not considered that, unlike
most radiology services, nuclear medicine imaging introduces potentially harmful radioactive
material directly into the body. As a result, no physician would use nuclear procedures in
clinically inappropriate circumstances.

The proposed rule also relies on the fact that since the publication of the Phase I final rule
excluding nuclear medicine services from DHS, “many more nuclear medicine procedures have
been performed in physician offices or in physician-owned freestanding facilities.” The

S http://www.abnm.org/

7 See, e.g., http://www.radiochemistry.org/nuclearmedicine/definition.htm.

* In addition, for a physician to be eligible for a dual certification in nuclear medicine and radiology under the
ABNM program, she must first obtain separate approval for her proposed training program from both the ABNM
and the ABR. After completing her training, she must then pass a certifying examination in radiology and a
certifying examination in nuclear medicine, each administered by their respective certifying boards.

® 70 Fed. Reg. 151 (Aug. 8, 2005).
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proposed rule reports that while physician services grew 22 percent between 1999 and 2003,
imaging services grew 45 percent, and nuclear medicine grew an impressive 85 percent. The
suggestion is that the absence of self-referral restrictions on nuclear medicine services referrals
has made such services subject to over-utilization. This implication is unwarranted. CMS
appears to have failed to consider that as nuclear medicine represents only a tiny fraction of all
diagnostic imaging, even modest numerical growth can appear dramatic when it is presented in
the form of a percentage increase.

Many physicians have entered into ownership and other arrangements in good-faith reliance on
the existing regulations, as well as CMS’s express exclusion of nuclear imaging from DHS.
Accordingly, CMS recognizes in the proposed rule that it may be necessary to extend special
consideration to physicians who have pre-existing ownership interests. The rule specifically
requests comments on whether to specify a delayed effective date or grandfathering certain
arrangements. I respectfully request that CMS exempt existing physician ownership interests
from reclassification as DHS.

When Congress established an 18-month moratorium on physician self-referrals to specialty
hospitals, it chose, as a matter of basic fairness, not to apply the new prohibition to physicians
who had already made substantial investments in such hospitals.'® Accordingly, Congress
provided for the “grandfathering” of existing facilities and those under development as of the
date that the specialty hospital bill was passed by both houses. The case for grandfathering is
even more compelling with respect to nuclear medicine services, because physicians have relied
on CMS’s express declaration that nuclear medicine is not a subspecialty of radiology and I urge
CMS to similarly grandfather existing nuclear medicine arrangements.

1 appreciate your attention to my request that in the final rule CMS maintain its present policy
that nuclear medicine is not a DHS or in the alternative, grandfather existing arrangements.

Very truly yours,

Michael Goldman, M.D., F.A.C.C.

10 gee CMS Transmittal No. 62, March 19, 2004, available at
http://www.cms.hhs.gov/manuals/pm_trans/R620TN.pdf.
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September 27, 2005

Centers for Medicare and Medicaid Services
7500 Security Blvd.
Baltimore, MD 21244-1850

To Whom It May Concem:

This letter is in response to the planned cut in Medicare reimbursements for the upcoming
year. This cut, along with the financial pressures that are consistently placed on my
practice could force me to make some very difficult decisions. Given the fact that a large
portion of my practice is elderly this will drastically affect my reimbursement. The
choice must be made, do I continue to participate in the Medicare program or not? How
many practitioners will make the decision not to participate any longer? How many
patients will be affected by this discontinued service?

I would ask you to strongly reconsider this move and not make this deep cut in Medicare
reimbursement.

Sincerely,

(_}]’vm 2@/‘.}&/\_

ivan Dalsania, M.D.
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
ATTN: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Colleagues,

It has come to my attention that Medicare is considering changing the teaching physician policy for
anesthesiologists. As a member of the American Association of Nurse Anesthetists (AANA), 1 have
significant concerns with any changes that would create further inequities in how the Medicare system
treats teaching Certified Registered Nurse Anesthetists (CRNAs) and anesthesiologists, and, more
importantly, present possible negative impacts on Medicare beneficiaries’ access to safe anesthesia
care.

CMS has already twice rejected a proposal to change the anesthesia teaching rules so that teaching
anesthesiologists would be paid a full fee for each of two overlapping cases involving medical
residents, a manner similar to certain teaching surgeons. Such a proposal provides major new
incentives to teach anesthesiology residents, and severe disincentives to teach nurse anesthetists, and is
not based on a consensus process that treats both nurse anesthetists and anesthesiologists equally.

I appreciate that Medicare is considering its options on this important policy issue. Nurse anesthesia is
a success story. With anesthesia 50 times safer than 20 years ago, CRNAs’ patient safety record is
shown to be indistinguishable from that of physicians providing anesthesia. CRNAs assure patients
access to safe anesthesia care, and predominate in rural and medically underserved America and the
Armed Forces. Further, it has been shown CRNAs are educated more cost-effectively than are our
colleagues and competitors. Yet, while Medicare Direct GME payments to residents and medical
direction payment rules already discriminate against educating CRNASs, the nurse anesthesia
profession has been successful at increasing the number of accredited educational programs and
graduates to meet growing demand for safe anesthesia care for patients. Thus, changing the anesthesia
teaching rules to further dramatically favor one type of anesthesia provider over another creates
negative impacts against educating safe anesthesia providers such as CRNAs, harming the healthcare
system and patients’ access to healthcare services.

So that patients anywhere in the country will continue to have access to the safe anesthesia care that
they need, I am requesting that CMS work with both nurse anesthetists and anesthesiologists in
developing a consensus proposal to address issues in the anesthesia teaching rules.

G o ST N, S

Signature

Print name: EVI?./ T ﬁ;( Ny
Street address: Zm [ P’C‘( 34/5% Dy’ . A-) u)

City/State/ Zip: giﬁdm,dgg,ug vy, 559 76
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