UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF FLORIDA

CaseNo. 09-CV-62034-Dimitrouleas-Snow

AMERICAN COLLEGE OF CARDIOLOGY, INC,,
FLORIDA CHAPTER, AMERICAN COLLEGE

OF CARDIOLOGY, INC.,

AMERICAN SOCIETY OF NUCLEAR CARDIOLOGY, _ -

ASSOCIATION OF BLACK CARDIOLOGISTS, FiLEDby VT DC.

CARDIOLOGY ADVOCACY ALLIANCE,

BLAIR ERB, M.D., PAUL SEIGEL, M.D.,

GLENN LEHRER, and WALTER DIMARKO, - Dec. 28, 2009
Plaintiffs, R ailag)

5.0, OF FLA.> MIAMI

KATHLEEN SEBELIUS, in her official capacity as
SECRETARY OF THE UNITED STATES
DEPARTMENT OF HEALTH AND HUMAN SERVICES,

Defendant.

COMPLAINT

1. This is an action for declaratory and injunctive relief brought by the
American College of Cardiology, Inc. (“ACC”); the Florida Chapter, American College
of Cardiology, Inc. (“FCACC”); the American Society of Nuclear Cardiology; the
Association of Black Cardiologists; the Cardiology Advocacy Alliance; certain
cardiologists providing cardiology services to Medicare beneficiaries; and certain
Medicare beneficiaries with chronic cérdiac-related diseases requiring ongoing
cardiology services (collectively, “Plaintiffs”) against Defendant Secretary of the

Unjted States Department of Health and Human Services (hereinafter, the “Secretary™).
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The Plaintiffs challenge the Secretary’s use of the Physician Practice Information
Survey (“PPIS™) to develop the Medicare Physician Fee Schedule Rule for Calendar
Year 2010 [74 Fed. Reg. 61738 (Nov. 25, 2009)] (hereinafter, “PFS Rule™), which
indiscriminately and irrationally slashes Medicare payments for all services performed
and billed by cardiologists (hereinafter, “cardiology services”) based on information
that fails to meet applicable standards for the appropriate use of such data and where
the Secretary’s own consultant has acknowledged is erroneous and flawed. The
Secretary has unlawfully adopted the payment rates for cardiology services in the PFS
Rule despite the clear defects in the PPIS data that have been identified by the
Secretary’s own consultant and by the public. Unless the Secretary’s use of the PPIS
data for the PFS Rule is invalidated and the Secretary is immediately enjoined from
using the PPIS data for the PFS Rule, Medicare payments for cardiology services will
be severely reduced, below the costs that must be incurred to provide those services,
thereby causing a catastrophic reduction in the availability of cardiology services to
thousands of Medicare beneficiaries needing cardiology services.

2.  Plaintiff American College of Cardiology, Inc. is a professional medical
society and teaching institution made up of 37,000 cardiovascular professionals from
around thé world — including 90 percent of practicing cardiologists in the United States
and a growing number of registered nurses, clinical nurse specialists, nurse
practitioners, physician assistants, and clinical pharmacists. Included among the ACC’s
membership are cardiologists who voluntarily agree to participate in the Medicare

program and who provide cardiology services to Medicare beneficiaries. Some of those



cardiologists accept assignment from Medicare beneficiaries of the right to receive
Medicare payment for physician services. The ACC’s members are directly and
adversely affected by the Secretary’s final decision to utilize the defective PPIS to set
the Medicare payment rates in the PFS Rule.

3.  Plaintiff Florida Chapter, American College of Cardiology, Inc. is a
corporation organized under Florida law. The FCACC is affiliated with the ACC and
has a membership of approximately 950 cardiologists practicing in the State of Florida.
Included among the FCACC’s membership are cardiologists who voluntarily agree to
participate in the Medicare program and who provide cardiology services to Medicare
beneficiaries. Some of those cardiologists accept assignment from Medicare
beneficiaries of the right to receive Medicare payment for physician services. The
FCACC’s members are directly and adversely affected by the Secretary’s final decision
to utilize the defective PPIS to set the Medicare payment rates in the PFS Rule.

4.  Plaintiff Am.erican Society of Nuclear Cardiology (“ASNC”) is a greater
than 5,000 member professional medical society, which provides a variety of
continuing medical education programs related to nuclear cardiology and
cardiovascular computed tomography, develops standards and guidelines for training
and practice, promotes accreditation and certification within the nuclear cardiology
field, and is a major advocate for furthering research and excellence in nuclear
cardiology. Included among the ASNC’s membership are nuclear cardiologists who
voluntarily agree to participate in the Medicare program and who provide services to
Medicare beneficiaries. Some of those cardiologists accept assignment from Medicare

beneficiaries of the right to receive Medicare payment for physician services. The



ASNC’s members are directly and adversely affected by the Secretary’s final decision
to utilize the defective PPIS to set the Medicare payment rates in the PFS Rule.

5. The Association of Black Cardiologists (“ABC”) is a nonprofit
organization with an international membership of 2,500 health professionals, lay
members of the community, corporate members, and institutional members. The ABC
is dedicated to eliminating the disparities related to cardiovascular disease in all people
of color. Included among the ABC’s membership are cardiologists who voluntarily
agree to participate in the Medicare program and who provide cardiology services to
Medicare beneficiaries. Some of those cardiologists accept assignment from Medicare
beneficiaries of the right to receive Medicare payment for physician services. The
ABC’s members are directly and adversely affected by the Secretary’s final decision to
utilize the defective PPIS to set the Medicare payment rates in the PFS Rule.

6. The Cardiology Advocacy Alliance (“CAA”) is a Section 501(c)(6)
organization whose mission is to educate the professional cardiovascular community
about regulatory and legislative issues that affect their ability to provide high-quality
patient care; to represent the common interests of the cardiovascular patient and
professional on such issues; and to encourage its members to advocate for their patients
and their practices. The CAA represents the interests of more than 4,500 physicians
nationwide. Included among the CAA’s membership are cardiologists who voluntarily
agree to participate in the Medicare program and who provide cardiology services to
Medicare beneficiaries. Some of those cardiologists accept assignment from Medicare

beneficiaries of the right to receive Medicare payment for physician services. The



CAA’s members are directly and adversely affected by the Secretary’s final decision to
utilize the defective PPIS to set the Medicare payment rates in the PFS Rule.

7. Plaintiff Blair Erb, M.D., is a cardiologist and member of the ACC who
provides cardiology services to patients, including Medicare beneficiaries, in the State
of Montana, and whose medical practice is directly and adversely affected by the
Secretary’s final decision to utilize the defective PPIS data to set the Medicare payment
rates in the PFS Rule.

8.  Plaintiff Glenn Lehrer is a Medicare beneficiary residing in the State of
Montana and a patient of Dr. Erb. Glenn Lehrer has an bacute, chronic cardiac disease
requiring ongoing medical care and monitoring from a cardiologist, and whose access
to those medically necessary services is directly and adversely affected by the
Secretary’s final decision to utilize the defective PPIS data to set the Medicare payment
rates in the PFS Rule.

9.  Plaintiff Paul Seigel, M.D., is a cardiologist and member of the ACC who
provides cardiology services to patients, including Medicare beneficiaries, in the State
of Florida, and whose medical practice is directly and adversely affected by the
Secretary’s final decision to utilize the defective PPIS data to set the Medicare payment
rates in the PFS Rule.

10. Plaintiff Walter DiMarko is a Medicare beneficiary residing in the State of
Florida and a patient of Dr. Seigel. Walter DiMarko has an acute, chronic cardiac
disease requiring ongoing medical care and monitoring from a cardiologist, and whose

access to those medically necessary services is directly and adversely affected by the



Secretary’s final decision to utilize the defective PPIS data to set the Medicare payment
rates in the PFS Rule.

11. Defendant Kathleen Sebelius is the Secretary of the United States
Départment of Health and Human Services (“HHS”). The Plaintiffs are suing the
Secretary in her official capacity only. The Centers for Medicare & Medicaid Services
(“CMS™) is a federal agency within HHS. The Secretary has delegated to CMS
responsibility for administering the Medicare program on behalf of CMS. For
convenience, the Defendant Secretary is hereinafter referred to as “CMS.”

Jurisdiction and Venue

12. CMS does not provide for an administrative process that allows a
Medicare beneficiary to challenge the unavailability of medically necessary services
resulting from invalid Medicare regulations or that allows a provider to challenge the
loss of opportunity to provide medically necessary services to Medicare beneficiaries.
The only means to obtain judicial review of Plaintiffs’ challenge to CMS’s use of the
PPIS data for the PFS Rule is a suit in federal court. Plaintiffs’ claims herein present
federal questions over which this Court has subject matter jurisdiction pursuant to 28
U.S.C. § 1331.

13. CMS owes Plaintiffs a clear, non-discretionary duty to use the statutorily-
prescribed methodology for conducting a survey of practice expenses for physician
services. Plaintiffs have no other avenue to challenge CMS’s use of the PPIS data for

the PFS Rule. Accordingly, the Court may exercise mandamus jurisdiction pursuant to

28 U.S.C. § 1361.



14. Venue is proper in this judicial district pursuant to 28 U.S.C. § 1391(e)
because Plaintiffs FCACC, Seigel and DiMarko reside in this district.

Regulatory Background

15. The Social Security Act (the “Act”) establishes a federal program of
health insurance for the aged and the disabled, commonly known as the Medicare
program. 42 U.S.C. §§ 1395 et seq. Section 1848 of the Act, codified at 42 U.S.C.
§ 1395w-4, establishes a system of payment for physician services provided to
beneficiaries under “Part B” of the Medicare program.

16. Under Section 1395w-4, physicians are paid the lower of their submitted
charges or an amount determined by a fee schedule established in accordance with that
statute.

17. The Medicare payable fee schedule amount is determined by a “relative
value unit” (“RVU”) assigned to categories of physician services corresponding to the
American Medical Association’s Current Procedural Terminology (“CPT”) codes.
Those RVUs are then multiplied by a “conversion factor” and a “geographic
adjustment” factor calculated according to standards set forth in Section 1395w-4.

18. The RVU for a physician service is based on three elements: (a) a “work
component,” (b) a “malpractice component,” and (c) a “practice expense component.”

19. Section 121 of the Social Security Amendments of 1994 (Pub. L. 103-432)
requires CMS to develop a resource-based system for determining the practice expense
component for each physician service. The methodology must consider the costs of the
staff, equipment, and supplies used in the provision of various medical and surgical

services in various settings.



20. Pursuant to Section 4505(d) of the Balanced Budget Act of 1997 (Pub.L.
105-33) CMS’s methodology for determining practice expenses must utilize, to the
maximum extent practicable, generally accepted cost accounting principles.

21. Section 212 of the Balanced Budget Refinement Act of 1999 (Pub. L. 106-
113) directs CMS to use, to the maximum extent practicable and consistent with sound
data practices, data collected or developed by physician specialty entities and
organizations to supplement the data normally collected in determining practice
expenses.

22. CMS obtains practice expense data through periodic surveys of
physicians.

23. CMS previously announced specific standards for reliability of survey
data before practice expense survey data may be used to establish physician fee
schedules. 65 Fed. Reg. 65376, 65381 (Nov. 1, 2000). The standards include, for
example:

- Physician groups must draw their sample from the American Medical
Association (“AMA™) Physician Masterfile to ensure a nationally representative sample
that includes both members and non-members of a physician specialty group.

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

- A group (or its contractors) must conduct the survey based on the

Socioeconomic Monitoring System (“SMS”) survey instruments and protocols, including



administration and follow-up efforts, and definitions of practice expense and hours in
patient care. In addition, any cover letters or other information furnished to survey
sample participants must be comparable to such information previously supplied by the
SMS contractor to its sample participants.

- A group must use a contractor that has experience with the SMS or a survey
firm with experience successfully conducting national multi-specialty surveys of

physicians using nationally representative random samples.

24. CMS has prescribed a “level of precision” that survey data must meet
before it may be used to develop the physician fee schedule payment level. CMS
previously stated that an “achievable level of precision is a coefficient of variation, that
is, the ratio of the standard error of the mean to the mean expressed as a percent, not
greater than 10 percent, for overall practice expenses or practice expenses per hour.”
65 Fed. Reg. 65376, 65381 (Nov. 1, 2000).

25. CMS later rela);ed the precision level to fifteen percent. 67 Fed. Reg.
79966, 79972 (Dec. 31, 2002). In other words, CMS would accept survey data with an
error rate no greater than fifteen percent.

26. CMS also has prescribed that the survey data must be representative of the
physician population nationwide. “We also indicated that, since the physician fee
schedule is a national fee schedule, we would require that the survey be representative
of the target population of physicians nationwide. @We can presume national
representativeness if a random sample is drawn from a complete nationwide listing of
the physician specialty or subspecialty and the response rate, the percent of usable

responses received from the sample, is high, for example, 80 to 90 percent. If any of



these conditions (random sample, complete nationwide listing, and high response rate)
are not achieved, then the potential impacts of the deviations upon national
representativeness must be explored and documented.” 65 Fed. Reg. 65376, 65381
(Nov. 1, 2000).

27. CMS is required by statute to monitor changes in beneficiary access to
physician services related to or resulting from the calculated payment rates, and to
submit an annual report to Congress addressing any problems of beneficiary access to
care made evident by the monitoring process. 42 U.S.C. § 1395w-4(g)(7).

28. Each year, CMS engages in notice and comment rulemaking to announce
the proposed methodology for establishing a physician fee schedule for physician
services payable under Medicare Part B for the upcoming calendar year.

Rulemaking Process for PFS Rule

29. CMS issued a proposed rule for the establishment of a physician fee
schedule for 2010. 74 Fed. Reg. 33520 (Jul. 13, 2009).

30. In the proposed rule CMS indicated that the practice expense component
would be based on the PPIS conducted by the AMA.

31. On August 28, 2009, the ACC submitted comprehensive substantive
comments in response to the proposed rule, explaining how the proposed rule was
flawed. A copy of ACC’s comments is attached hereto as Exhibit 1.

32. In its comments regarding the proposed rule, the ACC criticized CMS’s
proposal to use the data derived from the PPIS.

33. The ACC commented that the PPIS did not meet the applicable standards

for representativeness. Of the 3,576 surveys sent to cardiologists in connection with the
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PPIS, only 145 cardiologists responded and only 55 of those responses were used to
compile practice expense data for cardiology services. Thus, the PPIS of practice
expenses for cardiologists used data from 1.54% of the surveyed population.

34. The goal of the PPIS was to obtain data from at least 100 respondents per
medical specialty. 74 Fed. Reg. 61738, 61751 (Nov. 25, 2009). That stated objective
was not met with regard to the data for cardiology services and other medical specialty
services included in the PPIS data-gathering efforts.

35. The ACC noted in its comments that CMS did not evaluate the proposed
rule for compliance with precision standards.

36. The ACC noted in its comments that the PPIS data relied upon by CMS
was not made available to the public.

37. Due to CMS’s refusal to allow transparency during the rulemaking
process, the PPIS data could not be appropriately reviewed and scrutinized to assess
whether CMS complied with applicable survey standards.

38. During the rulemaking process, CMS retained The Lewin Group, a health
policy consulting firm, to analyze the public comments on the proposed rule that were
submitted by the ACC and other interested parties.

39. The Lewin Group compared practice expense data acquired through the
PPIS against practice expense data from other sources, such as the Supplemental
Survey (“SS™), MedAxiom and the Medical Group Management Association. The
Lewin Group generated a written report of its findings and conclusions, a copy of

which is attached hereto as Exhibit 2.
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40. With regard to practice expenses for cardiology services, The Lewin
Group found a wide disparity between the PPIS and the other surveys. The Lewin
Group acknowledged that the practice expense identified through the PPIS was
significantly lower than the practice expense identified through the SS.

41. The Lewin Group noted that the PPIS data purported to show a decrease in
practice expenses for cardiology services between 2002 and 2006, although all other
indicators demonstrated that cardiology practice expenses actually increased during this
time period.

42. The PPIS data reviewed by The Lewin Group are patently erroneous and
unreliable because the PPIS data suggest that cardiology practice expenses have
markedly decreased by 40%, when CMS’s own consultant (The Lewin Group), all
other widely recognized cost measures, and basic common sense, indicate that practice
expenses for cardiologists have substantially increased over the past five years.

43. The Lewin Group concluded that practice expenses for cardiology services
were closer to the amount identified through the SS than the amount identified in the
PPIS that CMS used for the physician fee schedule set forth in the proposed rule.

44. The Lewin Group also concluded that the SS and the PPIS “are
representative of different cardiology practice populations.” Significantly, The Lewin
Group found that the SS data was more representative of the cardiology practice
population than was the PPIS data used by CMS in the development of the challenged

PFS Rule.
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45. The Lewin Group found that the PPIS of practice expenses for cardiology
had a precision level of only 15%, while the SS of practice expenses for cardiology had
a precision level of 5%.

46. The Lewin Group’s conclusions discussed above regarding the SS and the
PPIS evaluations of cardiology practice expenses were presented and available to CMS
before the PFS Rule was adopted as final.

47. CMS issued the PFS Rule as a final rule with comment period. 74 Fed.
Reg. 61738 (Nov. 25, 2009).

48. The PFS Rule represents CMS’s final agency action. Under the PFS Rule,
Medicare payments for services commonly performed by cardiologists will be
drastically reduced for calendar year 2010.

49. Under the PFS Rule, CMS agreed to accept comments through December
29, 2009. A copy of the ACC’s timely supplemental comments is attached hereto as
Exhibit 3.

50. In issuing the PFS Rule, CMS ignored the ACC’s comprehensive
comments explaining the flaws in CMS’s proposed rule.

51. In issuing the PFS Rule, CMS ignored valid comments from other
interested parties explaining flaws in the proposed rule.

52. In issuing the PFS Rule, CMS blatantly ignored the conclusions of The
Lewin Group, the consultant retained by CMS to evaluate the validity of the PPIS data
on which CMS relied to develop the fee schedules in the PFS Rule. CMS ignored the
acknowledged flaws in the PPIS and its data and the acknowledged superiority of the

SS and its data.
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Flaws in the 2010 PFS Rule

53.  Prior to using the PPIS, CMS had utilized the AMA’s SMS data and SS
data submitted by specialty physician associations (such as the ACC) to determine the
© practice expense component.

54. The SS data satisfied the precision and representativeness standards
published by CMS for survey data.

55. The PPIS data, however, does not satisfy applicable standards for
precision or representativeness.

56. The practice expense data for some medical specialties included in the
PPIS was above CMS’s maximum permitted precision level of 15%; i.e., the data failed
to satisfy CMS’s precision standard.

57. The PPIS data for cardiology services had a precision level of 15%, the
maximum permitted by CMS’s published precision standard, although the preciysion
level used by CMS lacked statistical validity.

58. The SS data for cardiology services, by comparison, had a significantly
more accurate precision level of 5%, well within the maximum level prescribed by
CMS.

59. The 15% precision level specified in CMS’s current standard is
significantly higher than the more accurate 10% precision level previously deemed
acceptable by CMS, and the Secretary has continued to use the more accurate 10%

precision level for the malpractice component of the Medicare payment for physician

services.
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60. The 15% precision level allowed by CMS fails to comply with industry
standards for statistical validity.

61. CMS utterly failed to provide any justification for using the PPIS, a survey
that failed to meet CMS’s own precision standard, rather than using the more precise
SS that complied with CMS’s precision standard.

62. CMS’s assertion that the PPIS did not need to meet a precision standard is
contrary to basic principles of statistics and renders the PPIS statistically invalid.

63. In adopting the PFS Rule, CMS arbitrarily, capriciously and without
reasoned explanation dismissed the need for the PPIS data to meet applicable precision
standards.

64. The PPIS data of cardiology practice expenses used by CMS to develop
the PFS Rule fails to meet applicable standards for representativeness of survey data.

65. The PPIS cardiology practice expense data are not representative due, in
part, to a very low survey response rate that renders the PPIS data statistically invalid.
The PPIS used cardiology practice expense data from 1.54% of the surveyed
population.

66. CMS did not provide any justification for relying on the 55 responses that
were used as part of the PPIS to determine practice expenses for cardiology services.

67. Among the 55 cardiology respondents whose practice expense data were
used, a portion did not have expenses typically incurred by most cardiology practices,
such as expenses for clinical staff, radiopharmaceuticals, echocardiography contrast

agents, and intravenous drugs for pharmacological stress tests.
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68. Thus, the PPIS completely failed to account for the typical practice
expenses of cardiologists.

69. The limited number of cardiologists responding to the PPIS (and whose
data were used) was not representative of the typical non-hospital based cardiology
practice, as evidenced by the fact that they did not have expenses typically incurred by
most cardiology practices, such as expenses for clinical staff, radiopharmaceuticals,
echocardiography contrast agents, and intravenous drugs for pharmacological stress
tests. As a result, these atypical respondents reported practice expenses that erroneously
suggested a 40% reduction in overhead for cardiology practices over the past five years,
when in fact overhead for essential cardiology services has increased significantly
during that time period.

70. CMS failed to comply with CMS’s standard that when a survey response
rate is low, the responses may be used only if representativeness is explored and
documented. CMS not only failed to explore and document that the low response was
representative, but in fact, CMS blatantly and inexplicably ignored the conclusion of its
retained consultant, The Lewin Group, who found the PPIS data were not
representative of practice expenses for cardiologists.

71. The PPIS data are not representative, in part, because the PPIS failed to
account proportionally for the various segments of the physician population nationwide.
Instead, the PPIS was skewed toward collecting data from hospital-based and
academic-based physicians that do not report certain expenses associated with a typical
cardiology practice, and from smaller cardiology practices, resulting in inaccurately

low practice expense data.
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72. The PFS Rule was proposed and adopted without providing physicians or
the rest of the public access to the data obtained through the PPIS, data that was
material to CMS’s adoption of the PFS Rule.

73. CMS’s failure to provide access to that data deprived Plaintiffs and others
of a meaningful opportunity to comment on CMS’s proposed rule leading to the PFS
Rule.

74. CMS’s purported justification for the PFS Rule runs counter to the
evidence that was presented to CMS during the rulemaking process, including without
limitation, evidence from CMS’s own consultant, The Lewin Group, indicating that the
PPIS was flawed and that the SS was a more reliable source of data available to
determine practice expenses for cardiology services.

75. CMS failed to review the PPIS data for compliance with applicable law,
and failed to state any rational basis for using the PPIS data despite knowledge of the
flaws in the PPIS.

76. CMS failed to state any rational basis for the decision to use the PPIS data
in lieu of more reliable available data such as the SS data upon which CMS had relied
in prior years.

Catastrophic Impact of PFS Rule

77. Based on the use of the defective PPIS cardiology data for the PFS Rule,
Medicare payments to cardiologists will be severely reduced for medically necessary
cardiology services provided to thousands of Medicare beneficiaries.

78. The reduced Medicare payments to be made under the PFS Rule will be

insufficient to enable cardiologists in private practice to meet their operating costs,
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thereby forcing a drastic and devastating reduction in medically necessary cardiology
services to Medicare beneficiaries. Approximately 70% of the cost of providing
cardiac diagnostic services is comprised of overhead expenses, and the Medicare
reimbursement calculated under the current 2009 physician fee schedule barely covers
the total costs of these services. The substantial reduction in payment rates that will go
into effect for calendar year 2010 under the PFS Rule will no longer cover the cost of
providing cardiac diagnostic services.

79. Cardiac-related disease primarily affects the elderly. The vast majority of
Medicare beneficiaries are elderly. Depending on location, Medicare beneficiaries
comprise as much as 80% of the patient base for cardiologists. Therefore, a reduction
in Medicare payments will have an especially devastating impact on cardiologists and
their patients.

80. Cardiologists utilize, and routinely bear the significant cost of, a variety of
highly expensive technology and equipment to provide essential diagnostic services.
Such equipment and technology entail long term, substantial financial commitments by
cardiologists, and those capital costs cannot be modified commensurate to the dramatic
reduction in Medicare payments to cardiologists under the PFS Rule. For example,
nuclear imaging equipment has a useful life of up to 12 years, and the purchase or lease
of such expensive equipment is typically based on a 5-year mortgage or payment plan.
Cardiologists have approached vendors that provide the financing for their diagnostic
equipment with requests to modify their payments in light of the drastic payment
reductions under the PFS Rule, but they have been unable to renegotiate repayment

terms so as to ameliorate the adverse impact of the PFS Rule.
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81. In response to reduced Medicare payments under the PFS Rule,
cardiologists will be forced to either discontinue all services to Medicare beneficiaries
or eliminate important diagnostic services to beneficiaries. Some cardiologists will no
longer be able to afford to provide non-emergency services to Medicare beneficiaries.
In some locations, including both urban and rural areas, the exodus of cardiologists
from private practice will result in the complete lack of cardiologists for vulnerable
Medicare beneficiaries who do not have access to hospitals for these services due to
transportation limitations and/or lack of financial resources to pay the substantially
higher cost of obtaining services in a hospital setting.

82. By using the PPIS data for the PFS Rule, CMS will eliminate cardiology
services in many locations or shift the delivery of cardiology services in those locations
to hospital settings. In some areas of the country, private cardiologists are the only
source of timely diagnostic services, and the PFS Rule, by drastically reducing
payments for cardiology services, places Medicare beneficiaries at serious risk of losing
those medically necessary services.

83. Outpatient cardiology services are less accessible in hospitals, and not
available on a timely basis, thereby leading to a denial of medically necessary
cardiology services to Medicare beneficiaries. At the present time, patients often wait
30 or more days from the date on which their cardiologist orders a diagnostic procedure
before they can be scheduled for that procedure in a hospital. On the other hand, when
a cardiologist determines that a patient needs a diagnostic study, often the cardiologist
can perform that study in his office that same day. Delays in performing medically

necessary cardiac diagnostic studies can have devastating health consequences for
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patients. Hospitals already cannot handle the request for cardiac diagnostic services
they receive from cardiologists who do not perform these services in their offices. If
cardiologists cannot afford to provide these services in their offices due to inadequate
payments under the PFS Rule, then hospitals will be unable to fill the void and ensure
that patients receive these medically necessary services on a timely basis.

84. The drastic reduction in the availability of cardiology services that will
result from the use of the PPIS data for the PFS Rule poses a dire and immediate threat
to the health and safety of Medicare beneficiaries.

85. The cost of cardiology services is higher in a hospital setting than in a
private practice. For example, in Florida, a cardiac catheterization procedure
performed in a hospital costs a Medicare beneficiary substantially more in her
copayment obligation than it would cost to have that same procedure performed in a
cardiologist’s office. Moreover, the Medicare program would pay considerably more
for that procedure when it is performeci in a hospital. This is because Medicare pays a
facility fee when a procedure is performed in a hospital, even on an outpatient basis,
while that fee is not paid when the procedure is performed in a cardiologist;s office.

86. Transferring the performance of cardiology services to a hospital
outpatient clinic will result in higher costs for the Medicare program and for Medicare
beneficiaries, who are required under Medicare Part B to pay 20% of the fee schedule
amount for the physician service, as well as 20% of the separate facility fee. The
substantially higher cost to obtain cardiology services in a hospital will lead Medicare
beneficiaries to avoid or delay seeking medically necessary cardiology services if they

are available only in a hospital.
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87. The drastic reduction in essential cardiology services to Medicare
beneficiaries that will result from CMS’s use of the PPIS data for the PFS Rule is a
violation to CMS’s statutory mandate to protect Medicare beneficiaries’ access to
physician services. 42 U.S.C. § 1395w-4(g)(7).

88. Plaintiffs, including members of plaintiff organizations, face imminent,
concrete injury from CMS’s use of the PPIS data for the PFS Rule that becomes
effective for calendar year 2010.

89. CMS initially planned to reduce Medicare payment rates under the PFS
Rule on January 1, 2010. However, on December 21, 2009, CMS issued an electronic
notice that while the PFS Rule will become effective on January 1, 2010 CMS is
delaying the processing of claims under the PFS Rule until January 15, 2010, due to
“possible legislative changes.” A copy of the CMS Notice is attached hereto as Exhibit
4,

90. In its notice, CMS recognized that the PFS Rule would cause a
“disruption in the delivery of health care services.” In an attempt to “mitigate” the
devastating impact of the payment reductions, “CMS has instructed its contractors to
hold claims containing services paid under the Medicare Physician Fee Schedule
(MPFS) for the first 10 business days of January (January 1 through January 15) for
2010 dates of service.”

91. Notwithstanding CMS’s brief delay of the effective date of the PFS Rule,
the significant disruption in the delivery of cardiology services will result imminently
when the drastic payment reduction for cardiology services becomes effective on

January 15, 2010. Despite CMS’s brief delay in paying for physician services under
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the PFS Rule, there is no indication that CMS intends to use this delay to correct
CMS’s reliance on the defective and unlawful PPIS practice expense data for
cardiology services. However, CMS’s notice represents an admission by CMS that
flaws in the PFS Rule can disrupt the health care delivery system as Plaintiffs have
asserted.

92. Unless CMS’s use of the PPIS to determine cardiology practice expenses
for the PFS Rule is declared invalid and CMS is immediately enjoined from using the
cardiology practice expense data derived from the PPIS for the PFS Rule, the
availability of medically necessary cardiology services to Medicare beneficiaries will
be severely reduced.

93. Unless CMS’s use of the PPIS to determine cardiology practice expenses
for the PFS Rule is declared invalid and CMS is immediately enjoined from using the
cardiology practice expense data derived from the PPIS for the PFS Rule, cardiologists
will be denied the opportunity to provide cardiology services to Medicare beneficiaries.

94. Unless CMS’s use of the PPIS to determine cardiology practice expenses
for the PFS Rule is declared invalid and CMS is immediately enjoined from using the
cardiology practice expense data derived from the PPIS for the PFS Rule, Plaintiffs will
suffer irreparable injury for which there is no adequate remedy at law.

95. Plaintiffs’ claims herein challenge CMS’s use of the PPIS data to
determine practice expenses for cardiology services described in the PFS Rule.

Plaintiffs do not assert claims as to which judicial review is barred pursuant to 42

U.S.C. §1395w-4(i)(1).
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COUNT I
Violation of Administrative Procedure Act
By All Plaintiffs Against Defendant

96. Paragraphs 1 through 95 are incorporated by reference as if fully set forth
herein.

97. The Administrative Procedure Act permits judicial review of agency
actions, findings and conclusions that are not in accordance with law, are in excess of
statutory jurisdiction, authority or limitations, or are arbitrary, caprici’ous and an abuse
of discretion. 5 U.S.C. § 706.

98. The PFS Rule violates federal law, including without limitation, the
requirements of 42 U.S.C. § 1395w-4 because it is based on the PPIS data that fails to
meet applicable standards for precision. CMS failed to apply generally accepted cost
accounting principles and sound data practices. CMS failed to evaluate whether the
PPIS data met precision standards, ignored evidence submitted during the rulemaking
process that indicated the PPIS data failed to meet those requirements, ignored the SS
data that met precision standards for survey data, and failed to justify the use of the
PPIS data to determine practice expenses in connection with the PFS Rule.

99. CMS’s use of the PPIS data in the course of promulgating the PFS Rule is
not in accordance with law, is in excess of CMS’s statutory jurisdiction, authority and
limitations, is arbitrary, capricious and an abuse of discretion. It is therefore invalid
and must be set aside pursuant to 5 U.S.C. § 706.

PRAYER FOR RELIEF

| WHEREFORE, Plaintiffs respectfully request that this Court:
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A. Enter judgment for Plaintiffs and against the Defendant on Count I of this
Complaint;

B. Declare pursuant to 28 U.S.C. § 2201 that CMS’s use of the PPIS to
determine cardiology practice expenses for the PFS Rule to be contrary to law and invalid
under the Administrative Procedure Act;

C. Order CMS to obtain cardiology practice expenée data through a survey
that complies with applicable federal law in connection with the adoption of a physician
fee schedule for 2010;

D. Preliminarily and permanently enjoin CMS from implementing the PFS
Rule to the extent CMS uses cardiology practice expenses derived from the PPIS or from
any other survey that fails to comply with applicable federal law;

E. Award Plaintiffs their costs of suit herein incurred;

F. Award Plaintiffs their attorneys’ fees pursuant to 28 U.S.C. § 2412; and,

G. Provide such other and further relief as the Court deems proper.

COUNT I

Violation of Administrative Procedure Act
By All Plaintiffs Against Defendant

100. Paragraphs 1 through 95 are incorporated by reference as if fully set forth
herein.

101. The PFS Rule violates federal law, including without limitation, the
requirements of 42 U.S.C. § 1395w-4, because it is based on the PPIS that fails to meet
applicable standards for representativeness of survey data. CMS failed to apply
generally accepted cost accounting principles and sound data practices. CMS failed to

evaluate whether the PPIS data met representativeness standards, ignored evidence
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submitted during rulemaking that indicated the PPIS data failed to meet those
standards, ignored the SS data that satisfied representativeness standards for survey
data, and failed to justify the use of the PPIS data to determine practice expenses in
connection with the PFS Rule.
102. The PFS Rule is not in accordance with law, is in excess of CMS’s
- statutory jurisdiction, authority and limitations, is arbitrary, capricious and an abuse of
discretion. The PFS Rule is therefore invalid and must be set aside pursuant to 5
U.S.C. § 706.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request that this Court:

A. | Enter judgment for Plaintiffs and against the Defendant on Count II of this
Complaint;

B. Declare pursuant to 28 U.S.C. § 2201 that CMS’s use of the PPIS to
determine cardiology practice expenses for the PFS Rule to be contrary to law and invalid
under the Administrative Procedure Act;

C. Order CMS to obtain cardiology practice expense data through a survey
that complies with applicable federal law in connection with the adoption of a physician
fee schedule for 2010;

D. Preliminarily and permanently enjoin CMS from implementing the PFS
Rule to the extent CMS uses cardiology practice expenses derived from the PPIS or from
any other survey that fails to comply with applicable federal law;

E. Award Plaintiffs their costs of suit herein incurred;

F. Award Plaintiffs their attorneys’ fees pursuant to 28 U.S.C. § 2412; and,
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G. Provide such other and further relief as the Court deems proper.

COUNT I
Violation of Administrative Procedure Act
By All Plaintiffs Against Defendant

103. Paragraphs 1 through 95 are incorporated by reference as if fully set forth
herein.

104. The PFS Rule fails to comply with the rulemaking requirements set forth
in 5 U.S.C.. § 553 because CMS failed to provide Plaintiffs with a meaningful
opportunity to comment on the proposed regulations by failing and refusing to disclose
the data collected by the PPIS, failing and refusing to assure transparency during the
rulemaking process, and failing and refusing to allow interested parties such as
Plaintiffs to review and evaluate the PPIS data before the PFS Rule was adopted.

105. The PFS Rule is not in accordance with law, is in excess of CMS’s
statutory jurisdiction, authority and limitations, is arbitrary, capricious and an abuse of
discretion. The PFS Rule is therefore invalid and must be set aside pursuant to 5
U.S.C. § 706.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request that this Court:

A. Enter judgment for Plaintiffs and against the Defendant on Count III of
this Complaint;

B. Declare pursuant to 28 U.S.C. § 2201 that CMS’s use of the PPIS to
determine cardiology practice expenses for the PFS Rule to be contrary to law and invalid

under the Administrative Procedure Act;
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C. Order CMS to obtain cardiology practice expense data through a survey
that complies with applicable federal law in connection with the adoption of a physician
fee schedule for 2010;

D. Preliminarily and permanently enjoin CMS from implementing the PFS
Rule to the extent CMS uses cardiology practice expenses derived from the PPIS‘ or from
any other survey that fails to comply with applicable federal law;

E. Award Plaintiffs their costs of suit herein incurred;

F. Award Plaintiffs their attorneys’ fees pursuant to 28 U.S.C. § 2412; and,

G. Provide such other and further relief as the Court deems proper.

COUNT IV

Violation of Due Process
By Plaintiffs DiMarko and Lehrer Against Defendant

106. Paragraphs 1 through 95 are incorporated by reference as if fully set forth
herein.

107. Plaintiffs Lehrer and DiMarko, as Medicare beneficiaries, are entitled to
medically necessary cardiology services paid for by Medicare pursuant to 42 U.S.C. §
1395w-4, through the Medicare program administered by CMS and her designees,
thereby affording Plaintiffs Lehrer and DiMarko an interest protected under the due
process clause of the Fifth Amendment to the United States Constitution.

108. CMS’s use of the PPIS data for the PFS Rule denies Plaintiffs Lehrer and
DiMarko their entitlement to receive medically necessary cardiology services throilgh
the Medicare program, thereby depriving them of their protectable interest.

109. CMS’s use of the PPIS data for the PFS Rule is arbitrary and irrational.
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110. CMS used the PPIS data for the PFS Rule without permitting the public,
including Plaintiffs, access to the data obtained by the PPIS, thereby denying Plaintiffs
their right to a meaningful opportunity to comment during the rulemaking process
regarding CMS’s use of the PPIS data to develop a fee schedule for the payment of
physician services under Medicare Part B.

111. CMS’s use of the PPIS data for the PFS Rule violates Plaintiff Lehrer’s
and DiMarko’s right to substantive and procedural due process under the Fifth
Amendment to the United States Constitution.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request that this Court:

A. Enter judgment for Plaintiffs and against the Defendant on Count IV of
this Complaint;

- B. Declare pursuant to 28 U.S.C. § 2201 that CMS’s use of the PPIS to
determine cardiology practice expenses for the PFS Rule to be contrary to law and invalid
under the Administrative Procedure Act;

C. - Order CMS to obtain cardiology practice expense data through a survey
that complies with applicable federal law in connection with the adoption of a physician
fee schedule for 2010;

D. Preliminarily and permanently enjoin CMS from implementing the PFS
Rule to the extent CMS uses cardiology practice expenses derived from the PPIS or from
any other survey that fails to comply with applicable federal law;

E. Award Plaintiffs their costs of suit herein incurred;

F. Award Plaintiffs their attorneys’ fees pursuant to 28 U.S.C. § 2412; and,
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Provide such other and further relief as the Cowrt deems proper.

Respect submitted,

#” {DAM G. RABINOWITZ

Florida Bar No. 177962
BEVERLY A. POHL
Florida Bar No. 907250
GABRIEL IMPERATO
Florida Bar No. 623652
BROAD AND CASSEL
100 S.E. Third Ave., Ste. 2700
Fort Lauderdale, FL 33394
Ph: (954) 764-7060
Fax: (954) 713-0962
bpohl@broadandcassel.com
gimperato@broadandcassel.com
arabinowitz@broadandcassel.com
and
James P. Holloway
OBER, KALER, GRIMES & SHRIVER, PC
1401 H Street, N.W., Fifth Floor
Washington, D.C. 20005
Ph: (202) 408-8400
Fax: (202) 408-0640
jpholloway@ober.com
and
Howard L. Sollins
Julie E. Kass
Thomas W. Coons
OBER, KALER, GRIMES & SHRIVER, PC
120 East Baltimore Street
Baltimore, Maryland 21202-1643
Ph: (410) 685-1120
Fax: (410) 547-0699
hlsollins@ober.com
jekass@ober.com
twcoons@ober.com
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August 28, 2009

Charlene Frizzera

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
PO Box 8011

Baltimore, MD 21244-8018

ATTENTION: CMS-1413-P
Dear Ms. Frizzera:

The American College of Cardiology (ACC) is pleased to offer our
comments on the notice of proposed rulemaking Medicare Program;
Payment Policies Under the Physician Fee Schedule and Other
Revisions to Part B for CY 2010 (CMS-1413-P) as published in the
Federal Register on July 13, 20089.

The ACC is a professional medical society and teaching institution made up
of 37,000 cardiovascular professionals from around the world — including 90
percent of practicing cardiologists in the United States and a growing
number of registered nurses, clinical nurse specialists, nurse practitioners,
physician assistants, and clinical pharmacists. Our goal in commenting on
these policy changes is to assure access to quality cardiovascular care for
all Americans.

Some of the proposals contained within this rule would have a devastating
impact on the practice of cardiology, devastating the private practice of
cardiology, and perhaps leaving patients searching long and hard for
valuable cardiology services. While the ACC is pleased to present
comments on all aspects of this wide-ranging rule, it should be clear that the
implementation of as much as a 42% decrease in payment for cardiology
services overwhelms all other proposals.

Resource-Based Practice Expense Relative Value Units

The ACC is severely disturbed and appalled by the CMS proposal to
implement data from the recently completed American Medical Association
(AMA) Physician Practice Information Survey (PPIS). Implementation of this
proposal would have a devastating impact on the practice of cardiology and
could limit availability of critical diagnostic and therapeutic services for
Medicare beneficiaries with heart disease. CMS has not only failed to
evaluate the PPIS data with sufficient care, but also failed to provide a
meaningful opportunity for public comment on the data and its

. implementation. The ACC therefore strongly urges CMS to withdraw this

proposal and take the time necessary to adequately examine the data
submitted by AMA and solicit public input on the validity of the data and the
most appropriate way to integrate this data into the complex physician fee
schedule.

The mission of the American College of Cardiology is to advocate for quality cardiovaseilar care — through education,
research promotion, development and application of sundands and guidelines — and to influence health care policy



In administering the Medicare Physician Fee Schedule (MPFS) CMS has generally set
high standards for transparency, thorough data analysis, and public comment
opportunity. Other provisions of this proposed rule — proposed revisions to the
malpractice RVUs and discussion of changes to payment localities, for example — reflect
these standards. The ACC is deeply troubled and disappointed that in proposing to
implement the AMA PPIS data, CMS has not lived up to its principles and appears to
have implemented the data with little or no critical review. A proposal with the
redistributive impact of this one merits thorough evaluation. When CMS finalized the
bottom up practice expense methodology in 2007, it stated that such a methodology
would avoid wild swings in payment from year to year. It is hard to imagine how swings
of 10 to 20 percent in a single year meet that goal.

The ACC believes that prior to incorporating new data such as the AMA PPIS into a
Medicare payment system, CMS should seek to:

e Demonstrate that the data collection process meets commonly accepted
standards of scientific rigor appropriate for the type of data being gathered

e Assure that the data are accurate and precise

o Implement the data in a transparent, fair manner.

In addition, we believe that CMS has an obligation to provide sufficient information to
allow the public to evaluate the agency’s proposals against these criteria. CMS’s
proposal to implement the AMA PPIS data for the 2010 Medicare Physician Fee
Schedule falls far short of these goals. Most significant is what we believe is a failure to
provide a meaningful opportunity for public review and comment.

Data Collection Process

The ACC does not believe that CMS has demonstrated that the AMA PPIS meets
commonly accepted standards for a survey of this type. Our primary concerns center on
the absence of complete information about the survey methodology and process, the
small number of responses relative to the general physician population, and
inconsistencies in the data collection process.

To justify these changes based on flimsy and imprecise data, CMS describes a process
reflecting complete agreement and understanding among specialties. This is not the
case. CMS provides only a brief and incomplete review of the process in the proposed
rule and the ACC thinks it is appropriate to review the complete history. As CMS states,
indirect practice expense is currently determined using a combination of data from the
1995-1999 American Medical Association (AMA) Socioeconomic Monitoring Survey
(SMS) and data from supplemental surveys that were submitted to CMS in subsequent
years under a process mandated by statute and established through rulemaking.
Thirteen specialties submitted supplemental surveys, presumably because they felt that
that the data captured by the AMA SMS did not precisely capture their indirect practice
expenses. Specialties that did not complete and have accepted supplemental survey
data have had their data adjusted based on medical inflation.

In 2006, the AMA and specialty societies began to discuss jointly paying for a
multispecialty survey that was intended to be designed so that it would more adequately
capture the data than the SMS survey that AMA had discontinued in 1989. The design
of the survey process was discussed primarily through the AMA/Specialty Society
Relative Value Scale Update Committee (RUC). The majority of specialties expressed



significant concerns when the survey process was first introduced and explained. The
concerns were primarily related to two issues: the length and complexity of the survey -
and the restrictions placed on specialties’ efforts to encourage their members to
complete the survey. In both cases, specialty societies were concerned that these
issues would substantially reduce the response rate and that the data would not be
usable. The concerns of the specialty societies were addressed only in part and the
response rate for the surveys was extraordinarily low.

The only information CMS provides to the public about the PPIS survey methodology is
a brief letter from the AMA, which discusses both the survey process and data analysis
in very general terms. Information essential to determining the validity of the survey
process is missing. For example, the AMA letter describes the universe of physicians
from which the sample was drawn, but does not provide specific detail about the sample
design. Was the sample stratified in any way? How many physicians received the
survey? These are only a few of the questions CMS should be able to answer.

CMS has not provided any information about the survey response rate, either at the all
physician or specialty level. For cardiology, the ACC has learned that the response rate
is 4.1% for the new PPIS. For the supplemental survey now used by CMS to determine
practice expense per hour for cardiology, the response rate was 16.6%. It is interesting
to note that when CMS first began to propose to accept supplemental surveys, it
proposed to require a response rate of 80%, but commenters disagreed and suggested
that lower levels could be acceptable — some as low as 35%, but no one suggested a
response rate of 4% would be acceptable. The ACC believes that CMS or a contractor
should review the response rate prior to the inclusion of any data from such a survey.

CMS characterizes the AMA PPIS as “contemporaneous, consistently collected, and
comprehensive.” This characterization is at odds with the reality of how the survey was
conducted and may have implications for the accuracy of the results. The data collection
extended over nearly two years and involved two different survey contractors. After a
year of data collection, the AMA contacted specialties that did not have many responses,
such as cardiology, asked to them contribute additional funding for an additional sample
to be drawn from the AMA Physician Masterfile. In addition, physicians did not provide
responses in a consistent manner. Some data were collected over the telephone, some
responses were provided online, and some were provided by fax. These methodological
inconsistencies among the specialties are not addressed in the rule or in any released
documents.

When the process began, the AMA set goals for the number of responses that it wished
to reach for all specialties. For example, for the largest specialty, general internal
medicine, the AMA indicated that it intended to have 340 usable surveys. For
cardiology, AMA intended to receive 140 usable surveys. For specialties with smaller
numbers, AMA indicated that at least 100 responses would still be required. Update
reports were distributed to specialties and those numbers listed fully complete numbers.
Unfortunately those numbers appeared to be grossly inaccurate, at least for cardiology,
as a report shared in December of 2008 indicated that 71 usable surveys had been
received, when, in the end, only 55 were used for the relevant practice expense per hour
calculations. Only a single specialty, allergy/immunology, met the initial goal of 100
usable responses.

Data accuracy and precision




CMS has not provided sufficient assurance that the AMA PPIS data offer accurate and
precise reflection of specialty specific physician practice expenses. The ACC disagrees
strongly with CMS’s decision to implement the AMA PPIS data without subjecting these
data to the type of review and analysis the agency required for supplemental surveys
submitted by specialties. We believe that CMS should, at a minimum, conduct an
analysis of the degree to which the specialty level AMA PPIS data meet the previously
established criteria for supplemental surveys and make that analysis available to the
public. In the absence of such an analysis, the public can have little confidence in the
data. To the extent possible, we have reviewed the available data. Low precision levels,
significant variation, and illogical results lead us to conclude that the data require
significant further analysis before being used to determine Medicare payment levels.

As CMS correctly notes in the rule, at the time of the implementation of the resource-
based practice expense system in 2001, the best available data to determine relative
differences in specialty costs was from the SMS survey. The SMS survey had been in
place since 1981, and while not designed to inform this process, did have a consistent
collection process and robust information about the methodology and results was
available to the public. However, surveys that followed this were subject to strict criteria
that were first laid out by Congress and then used later by CMS for future submissions.
The data was also required to be submitted by March 1 of the prior year in order to allow
for a thorough review. These criteria required that the data be gathered by an
independent third party, that it be representative of the specialty as a whole, and that it
meet a 15% measurement of precision. For the PPIS, it appears that the data was
never reviewed for precision or representativeness, perhaps because the data was
received a month later than would have been allowed under the previous process.

The ACC participated in the process and contributed a substantial amount of money
towards the PPIS because we believed that it was a worthy goal to pursue a consistent
and comprehensive measurement of practice expense. While the goal was worthy, the
effort was not successful in meeting its stated goal. To allow the data to be used when it
did not meet this goal is fundamentally unfair. Even more disturbingly, CMS states that it
accepts this data without any review of precision and no consideration of the number of
responses. Would CMS have accepted data from a survey that only received responses
from a single physician from each specialty? If it would not have done so, then what
was the threshold for inclusion? The specialty of nuclear medicine had only 16 usable
responses — an exceedingly low number for even a small specialty. Because
cardiologists share some services with nuclear medicine specialists, inaccurate practice
information for this specialty has a significant impact on payments made to cardiologists.
This is particularly true for the commonly provided service of myocardial perfusion
imaging, a service for which Medicare spent approximately $1 billion in 2007.

CMS proposes to discard all previous requirements for practice expense data and treat
this data like the SMS survey, as the best data available. CMS does so without any
statements as to why this data should replace all other data except that it considers the
data to be new. As part of this process, the ACC took the opportunity to review a report
of the 1995-1997 SMS data which was produced by the AMA. While CMS currently
uses adjusted 1995-1999 data from the SMS survey, this data was the most recent
available. This review of the precision of the data for the SMS survey, the accepted
supplemental surveys, and the new PPIS shows that the supplemental surveys by far
had the highest precision, with the new PPIS having the lowest for most specialties. For
example, for cardiology, the precision for the 1995-1997 data was at 15.87%. For the



supplemental survey, the precision was 13.6%. For this new PPIS survey, the precision
was back at the level of the SMS data at 15.67%. This issue is even more acute for
large specialties such as internal medicine and family practice that had large numbers of
responses as part of the SMS survey but very few for the PPIS. The precision for
internal medicine was 7.89% and family practice was 7.19% for the SMS, but 12.75% for
internal medicine and 14.49% for family practice for the PPIS.

Importantly, this precision analysis of the practice expense per hour fails to recognize
that the most relevant measurement for determining payments is the ratio of indirect to
direct practice expenses. The ACC is unable to perform such a calculation without
further data, but examining the categories that make up the indirect practice expense
(office expense, clerical payroll, and other expense) shows that the data is far from
precise. Even a category that exists for all providers, and that should be easy to
measure, such as office expense, shows wide variations in certain specialties. When
the precision for a single category such as office expense is as high as 36% for some
specialties, one has to wonder whether repeating the same survey a year later would
yield entirely different results. If it would, then the results are not reflective of the relative
difference in practice and need to be carefully considered before implementing. The
ACC has attached an analysis of the precision of the various categories and believes
that this information is the sort that should be reviewed by CMS before making these
kinds of changes.

Comparison to reality

CMS has failed to perform an analysis to determine if this data as collected is reflective
of reality. Reviewing what data was available to us, we saw a number of issues that
were inconsistent with both other data sources and common sense. CMS proposes to
include the new PPIS data to determine indirect practice per hour and replace all other
data. For the vast majority of specialties, indirect practice expense per hour increased
substantially from that which is currently used for the calculation. However, for
cardiology, the indirect practice expense per hour declined by 40% from that collected
only three years earlier. On its face, such a change seems laughable. A 40% reduction
in the cost of running a business in three years would require innovation of enormous
proportion. A change in payment as large as the one proposed based on this
information must be based on robust data and even then, would require evaluation to
determine if it reflects reality. Unfortunately, CMS did not review the data at all and did
not question whether it reflected the real differences in practice expenses.

While the ACC does not annually collect practice expense information, we do work
closely with a coalition of large cardiology practices known as MedAxiom. The ACC
asked MedAxiom to share their data on the practice costs for their members over the
past decade. Their data showed that cardiology practices had a substantial increase in
practice expense in the late 1990’s and early 2000’s, and have had steady increases
consistent with overall medical inflation since that time. A review of the practice costs for
MedAxiom practices is included as an attachment to this letter. The ACC suspects that
the practice costs of the average cardiology practice would reflect similar patterns.

One of the most important changes in data was the increase in the overall percentage of
costs related to indirect expenses increasing from 67% to 74%. Such a change, which
impacts all services in the fee schedule, should be explained. Why would the
percentage of indirect costs increase at a time when more and more services are shifting



to the physician office? Again, this is the kind of review that needs to take place before
data is used to redistribute so much money.

As a specialty society contributing to the AMA PPIS, the ACC has had access to data
not made available to the public. The AMA shared a report on the PPIS for the specialty
of cardiology with the ACC in June of 2009. A review of this survey raised a number of
additional questions for ACC. For example, the survey showed that fewer than half of
cardiologists reported any costs for separately billed drugs. This significantly contrasts
with ACC's own data which shows that more than 80% of cardiology practices provide
myocardial perfusion imaging, which includes separate billing for the
radiopharmaceutical element. In addition, although more than 55% of cardiologists
indicated that they were users of electronic medical records, only 27% reported any
associated annual cost. To look at yet another example, 23% of cardiologists surveyed
reported that they had no clinical staff who cannot bill independently, meaning that they
reported they did not employ a nurse or medical assistant. The ACC would find it
difficult to identify a single private practice in the country that does not employ a single
nurse or medical assistant.

It is likely that examination of other specialties’ data would reveal similar issues.
However, none of this information has been released to the public, therefore no one can
assess whether there are fundamental issues with these surveys. CMS needs to
perform such a review on the data for all specialties before proposing to implement any
portion of this survey.

Transparent and fair implementation

In previous rulemaking, CMS has been held to a high standard for transparency and
fairness and has conducted thorough discussions of methodological changes in the
payment methodology. The discussion of the implementation of the new PPIS data in
the rule is very brief and would lead one to believe that this data was just a new version
of previous data. However, this is far from the case. There are substantial differences in
the CMS role in the data, the reporting of data at the practice or specialty level, and the
use of the survey data to make overall adjustments to the fee schedule. By excluding
these important differences from the discussion in the rule, CMS has not reached the
level of transparency required of such a process.

Although CMS does not state so in the rule, CMS purchased the practice expense data
from AMA to offset the costs. CMS has not released this contract, despite requests
made by ACC. The ACC questions whether such a contract specified the nature of the
practice expense data, the number of responses, the precision, and whether what was
submitted properly met the terms of the contract.

The proposed rule omits any mention of a very important methodological change in the
collection of survey data. The SMS survey and the supplemental survey collected
practice expense data from owners/partners in private practice. Participants in these
surveys were required to report their practice expense data on a per physician basis.
For the PPIS, both owners and employed physicians were surveyed, including those
employed by large health organizations such as academic medical centers. PPIS
respondents were also able to report expenses at the practice, department, or specialty
level. Practice level responses were then adjusted to the per physician level. Since this
methodological change and calculation process were not reviewed or discussed by
CMS, it is uncertain how much of an impact these issues had on the results. This is



particularly important in light of the low response rate for the survey. Even a small
number of physicians employed in university practices that bill for technical component
services through the hospital outpatient prospective payment system (HOPPS) would
substantially skew the results for indirect practice expense per hour. This issue needs to
be reviewed and addressed by CMS prior to any proposal to implement this data.

One issue of substantial importance not discussed in the rule is the impact of the new
PPIS on the overall direct expense to indirect expense ratio. This ratio is used within the
practice expense calculation to immediately reduce the payment for the calculated direct
expenses of clinical staff, equipment, and supplies. The current methodology
immediately reduces the payment for direct expenses by one third — the implementation
of this new survey dramatically increases that percentage so that direct expenses are
cut by one half. Similar policies are not carried out in the other portions of the fee
schedule and the ACC is unsure if CMS has truly explained why there should be a global
pool of direct and indirect costs. In addition, it is unclear from the rule whether CMS has
adjusted this percentage based on a weighted average of respondents to the new PPIS,
or has just merely used the entire raw data set to determine this calculation. Such a
decision has a substantial impact on payments, particularly those with a large amount of
direct practice expenses and needs to be fully explained.

CMS has not considered impact of specialty-level variation in hours worked per week on
the calculations. We believe CMS should evaluate the impact of variation in work hours
since the relevant number is practice expense per hour in various categories. A review
of the hours worked per year based on respondents to the PPIS shows a substantial
variation, from 1740 hours worked per year by dermatologists to 3018 hours worked per
year by cardiothoracic surgeons. This means that for the portion of indirect practice
expense that represents fixed cost, such as rent, dermatologists are paid 42% more than
cardiothoracic surgeons. While the ACC recognizes that addressing the issue of
assigning relative costs is a difficult one, to not address such a substantial gulf in hours
worked per year is very dangerous. The ACC urges CMS to reconsider this issue to
determine if physicians are being paid more for doing less work.

All of the issues discussed above reinforce the ACC’s conclusion that CMS cannot have
the confidence in this data that would justify making such a dramatic readjustment in
physician payment in a single year. In previous years for potential changes of similar
magnitude, CMS has taken the time to fully engage stakeholders and consider carefully
the merits of the various available data sources. We are troubled that for this proposal,
CMS has chosen not to follow a similar process. The ACC strongly recommends that
CMS not finalize this portion of the proposal and take the time over the next year to fully
review the data and generate a new proposal that is reflective of the true relative costs of
practicing medicine. The precedent set by the imprecision and lack of transparency in
this current proposal should be troubling to all physicians, even those that might benefit
this time.

Equipment Utilization Rate

The ACC strongly disagrees with the CMS proposal to adopt a 90% utilization rate for
equipment that costs over one million dollars. CMS cites the recent studies performed
that showed that computed tomography (CT) and magnetic resonance imaging (MRI)
machines were used more frequently than the 25 hours per week assumed by the
current formula. However, there has never been a similar review of other pieces of
equipment priced in the Medicare physician fee schedule to determine if the current



assumption is correct or understated for that equipment as well. For example, exam
tables, which are also priced equipment within the physician fee schedule, are likely
used more than 25 hours per week in the typical practice and perhaps as many hours as
the practice is open. Without data with which to compare the actual utilization with the
assumed utilization for various pieces of equipment, it is impossible to determine, ina
relative value system, whether these particular pieces of equipment are in fact
improperly valued.

In addition, as is noted in the Medicare Payment Advisory Commission (MedPAC) report
that CMS references, the study commissioned by MedPAC in 2006 is not representative
of the utilization rate for CT and MR on a nationwide basis, but instead is only
representative of the utilization in six urban communities. The other studies cited within
the MedPAC report only focus on the use of CT. This proposal to increase the utilization
assumption for 90% for equipment over one million dollars appears to be based on
somewhat limited data that has not been compared to other data to determine if it is
disparate. No study has been made of all equipment that is priced over one million
dollars.

In addition, it is important to note the significant changes in imaging payment and
utilization on a national scale since the MedPAC study was completed. The passage of
the Deficit Reduction Act in 2005 limited the payment for the technical component of
imaging services to that paid under the hospital outpatient prospective payment system
(HOPPS) and reduced the payment for the technical component of contiguous body
parts that were imaged starting in 2007. In addition, changes to the practice expense
methodology implemented starting in 2006 further reduced the payment for many
imaging services. This has resulted in a substantial reduction in the payment for
imaging services since that time. The growth in imaging services per Medicare
beneficiary has slowed to be comparable to the overall growth for medicine.

The impacts of the proposed policy will differ depending on the community. In larger
communities with many hospitals, the CT and MR studies now performed in the
physician office setting may be performed in the hospital setting and paid under the
HOPPS at a higher level than under the physician fee schedule in many cases. In other
communities, particularly those in rural areas, access to these kinds of imaging services
may decline. For patients with chronic diseases that require regular monitoring through
the use of these modalities, substantially increasing the distance required to access
such services will have a negative impact on their lives.

The ACC wants to ensure that services are priced correctly under the Medicare
physician fee schedule, but the proposal to increase the utilization rate for equipment
that is priced over one million dollars is based on poor data and distorts the relative
value system. This proposal should not be finalized.

CMS also requests comments on the issue of equipment utilization for services that are
intended to be used 24 hours a day and 7 days a week. As ACC has previously stated,
the 24 hour per day 7 day a week use is misleading for cardiac monitoring devices
because while the devices, when in use by a patient, are used around the clock for the
length of time prescribed by the physician, a particular device is not in use 24 hours per
day, 365 days per year. The utilization assumption is intended to capture in part the
fixed cost of acquiring a particular piece of equipment and assuming that equipment that
is used for a long period of time is necessarily used all the time is inappropriate. The



ACC continues to believe that the utilization of this equipment is in line with the utilization
of other priced equipment. Until there is data to suggest that monitoring devices are
used more frequently than other pieces of equipment, CMS should not make any
changes in this assumption.

Malpractice Relative Value Units (MP RVUs)

CMS has proposed two significant changes to the malpractice relative value units (MP
RVUs). First, CMS proposes to incorporate new specialty level malpractice premium
data obtained through a survey of state departments of insurance. In addition, the
agency has proposed a new resource based methodology to replace the current charge-
based MP RVUs for services with separate global, professional and technical
component data.

Implementation of new malpractice premium data

The ACC commends CMS for the very thorough presentation of the data collection
methodology and the resulting proposed changes to the MP RVUs. Although the MP
RVUs account for a relatively small portion of overall Medicare payments under the
physician fee schedule, it is still essential that the public understand the data and
methodology that underlie the RVUs. In general, the ACC supports implementation of
the data from the Acumen survey. However, we have a few specific concerns about the
manner in which CMS proposes to implement the premium data.

We disagree with CMS’s decision to assign the non-surgical, minor surgical, and major
surgical specialty risk factors based solely on the CPT code range (i.e, surgical vs. non-
surgical) and global period assignment. Numerous invasive procedures outside the
“surgical” CPT code range (20000 — 69990) bear malpractice risks similar to those
procedures with code numbers in the CPT surgical range. In addition, some procedures
with 0, 10, XXX, or ZZZ global periods have risks similar to or greater than some 90 day
global procedures. CMS'’s proposed method for assigning risk factors results in
inappropriately low MP RVUs for a number of electrophysiology and interventional
cardiology procedures.

Electrophysiology procedures

CPT codes for most pacemaker and ICD implantation codes have 90 day global periods.
Based on the process for assigning risk factors to codes described in the proposed rule,
these codes would have been assigned the cardiology major surgery risk factor. The
proposed MP RVUs suggests that this is the case. However, there are procedures within
this code family with ZZZ, 000, and XXX global periods. The risk factor assignment
process described in the NPRM would have assigned the cardiology minor surgical risk
factor to these codes; the proposed MP RVUs suggests that these codes were indeed
assigned the lower risk factor. Services such as add-on codes or separate procedure
codes that are always performed in conjunction with a procedure with a 90 day global
period should also be assigned the major surgery risk factor as the malpractice risk is
the same. We recommend that CMS assign the cardiology major surgery risk factor to
CPT codes (33224-33226.)

In addition, a number of electrophysiology procedures in the 93600 to 93662 CPT code
range should also be assigned the cardiology major surgical risk factor. Such
procedures require the placement of catheters within coronary structures and, thus,
entail levels of risk similar to many major surgical procedures. The ACC recommends
that CMS assign the cardiology major surgical risk factor to CPT codes 93600-93613,
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93618-93641, and 93650-93652. As noted below, CMS has previously recognized the
higher risk associated with these procedures.

Interventional cardiology procedures
CPT codes for diagnostic cardiac catheterization (CPT codes 93501-93571 ) and
percutaneous interventions (CPT codes 92980-92998) fall outside the CPT “surgical”
code range, so CMS’s proposed MP RVU methodology assigns the cardiology non-
surgical risk factor to these procedures. Diagnostic cardiac catheterization and PCI
procedures are invasive in nature and involve greater malpractice risk than many other
procedures in the non-surgical range. In the Final Rule for the 2006 Medicare Physician
Fee Schedule, CMS acknowledged the risks associated with these procedures and
assigned the surgical risk factor:

In the November 2, 1999 final PFS rule (64 FR 59384), we applied

surgical risk factors to the following cardiology catheterization and

angioplasty codes: 92980 to 92998 and 93501 to 93536. This

exception was established because these procedures are quite

invasive and more akin to surgical than nonsurgical procedures.

In the CY 2005 (69 FR 66275), we discussed changes to the list of

codes that would fall under the exception.

In response to a request from the RUC’s PLI Workgroup, we

proposed to add the following CPT codes to the existing list of

codes under the exception: 92975; 92980 to 92998; and 93617 fo

93641. Comment: Several commenters supported the changes

made for the cardiac catheterization and angioplasty exception.

Response: We appreciate the supportive comments for this

proposed change

Federal Register / Vol. 70, No. 223 / Monday, November 21, 2005

/ Rules and Regulations p. 70155

The ACC urges CMS to assign the cardiology major surgical risk factor to CPT codes
93501-93571 and 92980-92998.

Resource based methodology for technical component services

Current MP RVUs for global, professional, and technical components of services such
as imaging procedures are based not on specialty level malpractice premiums and work
RVUs, but on historic charges. CMS has now proposed a methodology that would, for
the first time, calculate resource based MP RVUs for these services.

ACC agrees with CMS'’s determination that there is malpractice risk associated with the
technical component of a service and that, therefore, MP RVUs should be assigned to
technical components. Nevertheless we have several concerns about the
implementation of the proposed methodology change and the proposed MP RVUs.

Errors in proposed MP RVUs A
There appear to be errors in some of the MP RVUs published in Addendum B of the
proposed rule.

o CMS clearly states that technical components should not have MP RVUs of zero,
but the MP RVUs for the technical components of many cardiovascular imaging
services are zero. We recommend that CMS recalculate these RVUs and provide
an explanation for any technical component codes that have MP RVUs of zero.




11

o MP RVUs for 93351 appear to be incorrect. Proposed RVUs for the technical
component of 93351 are 0.16, which exceeds the proposed RVUs for both the
global service (0.09 MP RVUs) and the professional component (0.06 MP
RVUs). We ask that CMS correct this error.

ACC requests that CMS review the MP RVUs for these services and ensure that they
are correct.

Impact of new RVUs

Although the overall impact of the proposed changes to the MP RVU formula for
technical component services may be small in the context of the physician fee schedule
as a whole, the impact on individual procedures is more substantial. Implementation of
the resource based methodology for technical component services will result in
significantly lower MP RVUs for affected services. For example, the MP RVUS for CPT
93306 (Transthoracic echocardiography, complete) will fall from 0.37 in 2009 to 0.07 in
2010, an 81 percent decrease. Methodological changes to the RBRVS formulas are
frequently phased in over a multi-year transition. ACC recommends that CMS phase in
the new technical component MP RVUs methodology over two or more years.

Payment for Initial Preventive Physical Examination (IPPE)

The ACC supports the CMS implementation of the changes to the Medicare Initial
Preventive Physical Examination (IPPE). The origins of Medicare in 1985 were based
on treating iliness and injury. Prevention has only been introduced in the program
through legislative action in the last 25 years. The introduction of the IPPE, often
referred to as the “Welcome to Medicare” exam, allowed a physician to obtain a true
health assessment of a new Medicare patient and provide important counseling
services. Such a service was not provided as often as desirable due to some issues
with patient eligibility. In particular, the previous requirement that a patient receive an
electrocardiogram, regardless of any symptoms, was not evidence-based. The ACC
looks forward to the Medicare program’s transition to a comprehensive healthcare
service.

Consultations

The ACC vehemently disagrees with the CMS proposal to eliminate payment for
consultations and urges CMS to withdraw this portion of the proposed rule. As CMS
notes in its proposed rule, there has been some confusion about what services
constitute consultations and which do not. Much of that confusion has arisen because of
previous policy decisions made by CMS that are in contrast with the typical physician
understanding of what a physician consultation service is. Specifically, the changes
made to the Medicare claims processing manual in December of 2005, which purported
to address the issue of the elimination of follow-up and confirmatory consultations to be
in compliance with CPT, instead materially changed the definition of consultation in the
eyes of many physicians and compliance officers. While the amended language is
unclear, many people interpreted the revised manual instructions to require that a
service in which a portion of care was transferred to a consultant be reported as an
office or hospital visit rather than a consultation. Instead of attempting to implement the
proposal to eliminate payment for consultations, CMS should instead remove the
amended language. The ACC disagrees with the CMS statement that “interpretation
differs from one physician to another as to whether transfer of care should be reported
as an initial E/M service or as a consultation service”. In fact, the CPT Editorial Panel
addressed this issue at its meeting in October of 2008 and voted on consideration of
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additional language that would clarify that a physician may code for a consultation if he
or she has accepted transfer of some portion of care for patient being seen in
consultation. While the ACC is uncertain if such language will be included in the 2010
CPT manual, such an inclusion, in combination with conforming language in the
Medicare claims processing manual, would provide a far better solution to the issue than
eliminating payment for consultations.

The ACC disagrees with CMS statement that the higher work value for consultations is
entirely related to the provision of a written report to the requesting physician. While the
preparation of such a report is an integral part of a consultation, it is not the sole reason
for a higher value for such a service. Consultation services were most recently
reviewed during the third five year review of work with new work values implemented in
2007 as a part of a larger series of recommendations made by the Relative Value Scale
Update Committee (RUC) to increase work values for the majority of evaluation and
management services. At that time, all the commonly provided E/M services, with the
exception of observation services, were reviewed by the RUC and placed in appropriate
rank order based on time and intensity. The RUC recommendations on these services
do not reflect a comparison between visits and consultations, but instead reflect that
consultations provided in the hospital setting should have a similar value to those
provided in the office setting, except at the highest level. While consultations and visits
are similar evaluation and management services, the typical patient in these scenarios is
different and this is the reason for the higher value for the consultation service. In the
case of a consultation, another physician has reviewed the patient’s history and
performed a physical exam and is in need of additional expertise in order to make a
diagnosis and create a treatment plan. Such a patient often has a more acute or
complex iliness than a similar patient who may be seen for the first time in the office
without a request for a consultation. The E/M documentation guidelines may not
completely capture such complexity.

In addition, there is considerable difference in CMS physician time for consultations and
visits, particularly at the highest levels. For example, the CMS physician time for the
highest level inpatient consultation is 105 minutes, while the CMS physician time for the
highest level initial inpatient visit is only 90 minutes. The difference in the CMS
physician time for these services is 15 minutes or approximately 10 percent and, thus,
more than justifies the difference in work value of approximately 0.15 RVUs. The
difference is even more pronounced in the CPT “typical time” for each service. CPT
reports that the physician typically spends 110 minutes at the bedside or on the hospital
unit for the highest level consultation, but only 70 minutes for the highest level initial
hospital care service, a difference in typical time of more than 36 percent. The CPT
Editorial Panel has established different types of E/M services with the understanding
that the typical patient and the required work are different.

In addition to the issues described above, the ACC does not believe that CMS has fully
considered the enormous administrative issues that would result from making such a
change. Consultation codes differ from visits not only in work value, but in the signal
they provide to payers such as Medicare about the kind of service provided. Such
signals drive payment policy in a substantial way. For example, some carriers consider
a consultation provided on the same day as a surgery to be a covered service, as long
as the decision for surgery (modifier 57) is appended to the consultation. In many
cases, such a modifier may not be appended to a visit.
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In addition, CMS has indicated that a consultation may be considered a covered service
if provided by a physician in the same specialty in the same group if the consultant
physician has particular expertise that is different from the originating physician. This is
often the case in cardiology in which one physician in a group may subspecialize in an
area such as electrophysiology. It is unclear from this proposal how a physician would
be paid for such a service, particularly if the service were provided on the same day in
the hospital setting. Would two physicians of the same Medicare specialty in the same
group both be paid for initial inpatient services provided on the same day?

CMS has also not fully considered the issue of secondary payers in the implementation
of such a rule. While there are examples of services that have Medicare-specific codes,
this situation is different because it is not a simple code to code crosswalk, such as in
the end stage renal disease services (ESRD) or immunizations, which have separate G
codes for Medicare. If, for example, a secondary payer wishes to continue to pay for
valid CPT codes for consultation, it will have no way of differentiating consultations from
the initial hospital visits. If, in addition, a secondary payer follows the rules that allow
only a single physician to report an initial hospital visit, the claims for the services that
were previously reported as consultations will be denied by the secondary payer.

CMS also proposes to require that the admitting physician append a modifier to his or
her claim that would indicate that he or she is the admitting physician. This seems to
further recognize that the services provided for visits and consultations are different.
This modifier, which is not specified in the rule, may cause some administrative issues
for CMS if it is required to be reported. For example, it is unclear what CMS will do if a
hospital stay is reported and a number of physicians report an initial hospital visit. Will
all of the initial hospital visits be denied payment? Will the hospital be denied payment
for the stay?

The important difference between consultations and visits is further illustrated within this
proposed rule in the section on telehealth services. In this section, CMS notes the
decision made for the 2009 final rule to allow for the coding of G codes for follow-up
inpatient consultations. CMS made this change because it did not wish to allow
physicians to code subsequent hospital visits because they “describe a broader range of
services than follow-up consultations”. Such a statement is clearly in contrast with the
CMS statement later in the proposed rule that the difference between a visit and a
consultation is merely the provision of a report. The issues that were identified in
telehealth would be repeated in the broader Medicare community and addressing the
issue in telehealth demonstrates the CMS recognition of the difference between these
categories of service. :

The ACC urges CMS not to finalize this proposal and pay appropriately for consultation
services.

Potentially Misvalued Services Under the Physician Fee Schedule

The ACC shares CMS’s goal of appropriately paying for physician services in the
Medicare system. In the administrative pricing of the relative value system, itis a
constant challenge to pay appropriately for services so that necessary services can be
provided to Medicare patients. In this rule, CMS pays particular attention to a number of
services which it believes may be potentially misvalued.
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Codes Performed Together

CMS first considers the issue of the proper valuation of codes commonly performed
together. This issue has particularly impacted cardiology. In 2007, CMS proposed to
bundle color flow Doppler echocardiography into all other echocardiography services. .
CMS withdrew that proposal as part of the 2008 final physician fee schedule rule
because the ACC and the CPT Editorial Panel had already addressed the issue by
creating a new code that bundled together three echocardiography services frequently
performed together — transthoracic echocardiography, spectral Doppler
echocardiography, and color flow Doppler echocardiography. This new code, 93306,
was implemented into the Medicare fee schedule in 2009.

Through a confluence of a number of different factors, the 2009 payment for the
combination of transthoracic echocardiography with spectral and color flow Doppler
echocardiography was approximately 25% less than the 2008 payment, a massive
reduction that would not have happened in a single year if it was not treated as a new
code. The payment rate was not published until the November Final Rule, so cardiology
practices had very little time to prepare for a significant payment cut for service provided
very frequently to Medicare beneficiaries. In addition, there was considerable
administrative difficulty created by this change. Some Medicare carriers advised
physicians to continue to use the old code and others did not immediately integrate the
code into coverage decisions. Errors in the update to the National Correct Coding
Initiative (NCCI) edits resulted in inappropriate payment denials and subsequent
reprocessing of claims.

In addition, this new code and relative value created problems in the private sector.
Unlike Medicare carriers, many private insurers do not begin to immediately use CPT
codes on January 1 of the year in which they become effective. In most instances, a new
CPT code describes a new, relatively low volume service so the implementation delay
does not result in substantial problems. However, 93306 described a well-established,
very high volume service, provided more than 7 million times in the Medicare population
in 2007. Many private payers were unprepared to implement this new code. This
resulted in payment denials, confusion, and the increased administrative burdens of
resubmitting claims. CMS should recognize that its payment policies drive the decisions
of private payers. The ACC believes that CMS should be sensitive to this issue and try to
avoid adding to already high administrative burdens.

In order for others to avoid this problem in the future, the ACC suggests that CMS
include all restructured versions of old codes in the proposed rule rather than waiting
until the Final Rule, allowing more time for smooth implementation in both the public and
private payer area. CMS has maintained an interest in not disrupting the practice of
medicine by phasing in significant changes in payment over a period of time, most
commonly four years for substantial changes. The ACC recommends that CMS apply a
similar policy to new codes created by efforts to bundle services frequently performed
together. We believe that payment changes for such codes should be phased in. ACC
anticipates that a new bundled code will be created to report myocardial perfusion
imaging (78465) performed with heart wall motion (78478) and ejection fraction(78480).
We strongly urge that any associated payment reductions be phased in over multiple
years, recognizing that physicians are not able to properly plan their businesses when
payments are reduced by substantial portions from year to year.
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Since the transthoracic echocardiography code was first brought up in the 2008
proposed rule, there has been considerable work on the part of the RUC and CPT
Editorial Panel to examine the issue of codes commonly performed together. A joint
workgroup of the two bodies examined services that were performed together more than
90% of the time. The specialty societies that represented physicians that commonly
performed those services were then asked to create bundled codes. This has proved to
be a considerable amount of work for specialty societies, the CPT Editorial Panel, and
the RUC.

Lowering the threshold for creating bundled codes from those performed together more
than 90% of the time to those performed more than 75% of the time will generate
substantial work to create and value new services. Many cases will require the creation
of multiple new codes to capture each potential variation of the service. The ACC does
not support lowering this threshold. As an alternative, CMS suggested expanding
application of the multiple procedures payment reduction (MPPR). The ACC does not
support this alternative as it does not seem to recognize the substantial differences
between the surgical procedures to which this reduction now applies and other services.
Surgical services with 90 day global periods are valued in part based on significant pre-
service and post-service time related to preparation for surgery and follow-up care. Most
procedures not currently subject to the MPPR generally do not have significant
associated pre —service and post-service times. When developing work RVU and direct
practice input recommendations, the RUC takes into account whether or not the MPPR
will be applied. Reducing the payment for these services by 50% is far too steep. It is
unclear from the rule if CMS would consider a MPPR that would be less significant than
50% for services without global surgical packages. The ACC would be interested in
CMS’s views on this matter.

While there are significant differences in the typical number of codes billed in a given
day or month by different specialties, those differences are often explained by the nature
of the work provided and the coding structure that has been developed to report those
services. The ACC does not support the notion that services that are performed
together are necessarily overvalued nor does it support spending considerable additional
time and attention to create an even more administratively complex healthcare system.
The ACC urges CMS to consider a variety of options as it addressees this issue

Establishing Appropriate Relative Values for Physician Fee Schedule Services

The ACC does not support the establishment of a new group of experts to review
relative values in the physician fee schedule. As CMS notes in its discussion of the
issue, the RUC, on which CMS relies most of the time, has begun to address the issue
of potentially misvalued services over the past year. Services performed by
cardiologists have been targeted under these reviews and in some cases have had their
values substantially reduced. The RUC process is far from perfect, but is currently the
best process for multiple physicians to review the relative work and practice expense of
the issues.

The questions posed by CMS in the rule reflect the difficulty of establishing such a panel,
both on its placement in the process and the resources required to run such a group.
There are significant questions about how this group would identify the services it would
identify, what methods it would use to evaluate them, and how their recommendations
might be woven into the process. The ACC shares these questions — creating another
level of bureaucracy in an already complicated system seems unnecessary at this point.
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While the RUC does not have an official role in the assignment of relative values, it is
clear from the participation of CMS staff and the high acceptance rate of their
recommendations that CMS substantially values their input. Reforms should be focused
on the current process rather than creating a new process.

Physician Quality Reporting Initiative (PQRI)

The ACC has long supported the introduction of the measurement of quality into the
Medicare payment system. However, ACC has questioned whether the current
Physician Quality Reporting Initiative (PQRI) has achieved the stated goals of improving
quality of care for Medicare beneficiaries. The program has changed considerably since
its introduction in 2007, in many cases for the better, and CMS proposes to make even
further changes as part of this rulemaking cycle. These changes relate to the
establishment of new measurement groups, the method of submission for new and
established measures, and changes to the measures group submission method itself.

When the PQRI program was introduced in 2007, there was a single method of
participating, submitting additional codes on 80% of eligible claims on at least three
quality measures. Such a process proved to be burdensome and confusing, and only
half of the small number who attempted to participate received the 1.5% bonus payment.
CMS agreed to reexamine the data gathered as part of the 2007 program to ensure that
everyone that should have received a bonus did in fact receive one. Unfortunately, this
review of the data has caused the bonus payments and quality reports for 2008 to be
delayed until fall of 2009.

A lack of timely feedback is a significant barrier to quality improvement. The ACC
believes that in order to improve their performance, physicians should have access to
regular timely feedback. For this reason, the ACC is pleased to see the proposal to
continue to allow registry-based submission of PQRI measures. The ACC'’s experience
with data registries began with the introduction of a registry to measure process and
outcomes for cardiac catheterization and percutaneous coronary intervention in 1997.
Since that time, an additional five registries have been introduced as part of a suite of
registries called the National Cardiovascular Data Registry (NCDR), each covering a
new aspect of cardiovascular care. These initial registries were hospital-based and are
now used in hospitals throughout the country. In 2007, ACC introduced the first office-
based registry in its suite, Improving Continuous Cardiac Care (IC3). This registry goes
beyond mere reporting of data and practices that participate become part of a total
quality care program.

It is important to draw a sharp contrast between the quality improvement program
contained within a registry such as the ACC’s National Cardiovascular Data Registry
(NCDR) Improving Continuous Cardiac Care (IC% and the simple claims-based method
that has been the common submission for PQRI since 2007. There is far more potential
for3 improving the outcomes of Medicare patients with a comprehensive registry such as
IC°.

In light of this, the ACC supports the CMS proposal to begin to significantly limit the
claims-based submission of PQRI measures. As the ACC has stated in previous
comments on this issue, a registry is a far more powerful quality tool than the claims-
based participation in PQRI. However, the ACC advises CMS to exercise caution in
moving the program completely to a registry-based program without more experience
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with registry-based submissions. 2008 was the first year for which registry submissions
were allowed and physicians will not learn if they were successful participants in the
program until after the 2010 Final rule has been written. Early reports from CMS
indicate that approximately one half of physicians for which registry information was
submitted to CMS did not meet the threshold to receive a bonus payment. This success
rate is similar to that for the claims-based submission, but seems to show that there is
still work to do to improve the process. The ACC’s own experience with linking its Ic?
registry with PQRI has shown numerous technical challenges and it would be

" unfortunate for CMS to lose the momentum towards quality reporting by asking
physicians to participate in registries that may be unable to meet the CMS technical
requirements for submission, particularly if the volume of interested physicians increases
substantially.

While the PQRI incentive could help in increasing the number of participants, it is
unclear if enough physicians could become registry participants in a single year so that
the increase in registry participants would make up for the decrease in claims-based
participants. Under the current method, registries may not announce that they have
been accepted as PQRI registries until well into the year of submission, so that
physicians are not assured of PQRI participation at the time that they may begin to
participate, so it becomes a poor incentive. In this proposed rule, CMS proposes a
change to this system which would allow for a two step process. In the first step, CMS
would announce, no later than December 31, 2009, the registries that they believe would
be qualified based on previous success and initial compliance with the 2010
requirements. Then, late in 2010, CMS would announce those registries that are
definitely approved for participation after further vetting. While this is an improvement
over the current method, it still may not allow enough time for physicians to make an
informed choice about registry participation. The ACC would be very pleased if all
physicians were in a position to participate in PQRI via registry in 2011, but such a vision
must be balanced in some way by reality.

In light of the stated goal of CMS to move away from a claims-based process, the ACC
believes that the entire PQRI process should be reexamined. The current process
originated in a claims-based method and it appears that the registry requirements are
still being designed in such a way that would allow registry data to be transformed to
claims data. This process is burdensome for the registries and does nothing to improve
quality. CMS should consider implementing a method that allows registries to
demonstrate the recording and feedback of quality information, rather than go through a
cumbersome method to transform data for submission to CMS.

While the ACC supports the intentions of CMS in implementing the statutory requirement
to allow PQRI reporting via electronic health records (EHR), we feel it is important to
note the distinctions between an EHR and a registry and why we feel a registry still has
a very important role as EHRs become more and more commonplace in physician
practices. An EHR is a tool that allows physicians to improve work flow and efficiency by
documenting electronically. Using an EHR has obvious advantages of searchable and
portable records that are less vulnerable to theft or destruction than their paper
counterparts. Information recorded in multiple practices can easily be conveyed on a
single patient. However, an EHR does not, in all cases, have a quality feedback loop
that is the cornerstone of a well-run registry nor does it capture information from
physicians across the country. The ACC believes that the future of ambulatory quality
reporting lies in EHRs tied to quality registries and was pleased to recently announce the
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successful integration of 100,000 patient records into the IC® program through EHR
programming. As this process is repeated in practices in the future, the available clinical
information will provide a rich picture of outpatient cardiovascular care and will allow
practices to improve their quality considerably. It does not appear that direct EHR
reporting will allow the same sophisticated quality improvement. It is important for CMS
to recognize the intent behind the creation of the PQRI program, which was to improve
patient quality, and to recognize those efforts that do the most to improve that.

The ACC supports the CMS proposal to establish a minimum number of patients per
measure for a practitioner to be considered a successful participant in PQRI. It would be
unfortunate for a practitioner that is merely choosing the least burdensome and least
applicable measures have the opportunity to receive the same bonus payment as a
physician who reported on relevant measures hundreds or even thousands of times.
The minimum number of 15 to be reported does not appear to be burdensome and
should encourage physicians to select relevant measures.

The ACC supports the proposal to create new measures groups for cardiovascular
disease. As CMS notes in the proposed rule, it prefers measures that have a high
impact on healthcare. Since cardiovascular disease is the number one killer of both the
general population and Medicare enrollees, there could be no measures with a higher
impact on healthcare. CMS had proposed to create a coronary artery disease measures
group for reporting in 2009, but withdrew that proposal due to concerns about the
individual measures that were contained within the group. The measures groups for
coronary artery disease and heart failure are both based on measures that have were
developed through the American College of Cardiology Foundation/American Heart
Association (ACCF/AHA) measure development process and refined through the
American Medical Association (AMA) Physician Consortium for Performance
Improvement (PCPI). One additional measure that was not developed by ACCF/AHA,
advising smokers to quit, is in line with ACCF’s and AHA’s dedication to reducing the
tobacco use rate among patients with cardiovascular disease. The ACC does ask that
this measure continue to be monitored for appropriate conclusion as more evidence is
released which will show whether advising smokers to quit increases the chances that
they actually will quit. Like all of these measures, the evidence develops over time.

As previously stated, the ACC believes very strongly in the power of registries and
supports the goal of moving all quality reporting to registry-based. However, as stated
above, such a goal must be balanced by a practical consideration of the current state of
registries, their interaction with the PQRI program, and the number of physician
participants. In this rule, CMS proposes that the new cardiovascular measures groups

‘be reported only through a registry and that most of the existing measures for

cardiologists be made reportable only through a registry. In considering when to make

such a dramatic shift, CMS should consider whether the majority of physicians will have
an opportunity to participate in this manner. The ACC is hopeful that this day will come
in the near future and claims-based reporting can be phased out.

The ACC does not wish to suggest any additional measures for PQRI submission in
2011 at this time, but does request that CMS continue to work with specialty societies,
quality organizations, and the various consensus bodies to ensure that PQRI measures
are up to date and reflect the most recent clinical evidence.
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The ACC is confused by the CMS proposal to publicly post the names of PQRI
participants. CMS lists three categories of individuals for which it will post the names:

= those who submitted PQRI data
¢ those who met the reporting criteria for PQRI
o those who receive a bonus payment for PQRI participation

It is unclear from the statement if CMS intends to only post names of those who satisfy
all of these requirements or if it proposes to create three separate lists, one for each
category. The ACC believes that the Medicare Improvements for Patients and Providers
Act mandated that CMS post the names of successful participants. The ACC would not
support the posting of the names of physicians who attempted to participate but were
unsuccessful as such information could be misleading to patients who may seek out
such information. We urge CMS not to go beyond compliance with the legislation.

Physician Resource Use Measurement and Reporting Program

The ACC has met extensively with staff members from CMS to discuss its
recommendations about the developing physician resource use reporting program. The
ACC reviewed the Phase | test reports that were distributed in the spring and looks
forward to reviewing the additional test reports that were recently created using a
different software. The program is of particular interest to the ACC because two of the
seven conditions for which reports were prepared, coronary artery disease with acute
myocardial infarction and congestive heart failure, are diseases that are primarily treated
by cardiologists. The ACC supports the CMS approach to first examine those conditions
which have significant cost and volume in the Medicare program. These two diseases
alone account for a significant part of Medicare spending.

The ACC is committed to quality improvement and believes that physician feedback
reports can be valuable tools if a number of challenges are met. First, the reports must
be trusted by physicians and must accurately represent their contribution to care of
Medicare patients. The issue of attribution is a difficult one for measurement of resource
use and the ACC supports the CMS effort to examine a number of different approaches
to find one that can work. If the program is expanded nationwide without resolving the -
attribution issues, it will be even more difficult to make a meaningful program in the
future.

Second, although the reports are first intended to represent the costs of care, they must
soon incorporate measurement of quality of care. Even though the program as
constituted today is a confidential feedback report directed to the physician, reporting
resource use in isolation is problematic. CMS proposes its intention to include quality
information in this next generation of reports, but unfortunately that quality information is
limited to data from the PQRI program and the Generating Medicare Physician Quality
Performance Results (GEM) program. While the inclusion of this information is better
than nothing, there is far more robust quality information available from clinical registries.
The ACC and AHA have spent considerable efforts in developing performance
measures which can be captured through registries such as the NCDR. The ACC would
like to work with CMS to pursue the integrated measurement of quality and resource
use.

The ACC strongly supports the CMS proposal to begin practice level reporting of
physicians costs in phase Il of the testing program. The ACC believes that positive
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changes in medical care are most likely to be made at the group level and it is important
to be able to measure both resource use and quality at this level.

The ACC urges CMS to continue its work to engage the physician community in this
important program. The ACC very much appreciates the opportunity to work with the
CMS staff that is designing this program and believes that a collaborative process will
greatly improve these reports. It is clear that there is much more work to be done before
nationwide implementation and it is likely to take several phases of testing to further
refine the program so that it can contribute to improvements in the care of Medicare
patients.

Plan for Transition to Value-Based Purchasing Program for Physicians and Other
Practitioners

The ACC was pleased to be able to attend the value-based purchasing program
listening session in December of 2008 and to offer comments on the plan following the
session. As requested, we are not reiterating our comments on the plan that were
offered last year as part of this submission. The ACC strongly supports the initiative to
move Medicare into a system that pays for value over volume, but recognizes the
extreme difficulty in defining value for the patient.

CMS does request particular comments on the appropriate level of accountability for
value-based purchasing. The ACC believes that the group practice is the appropriate
level of accountability because such a practice is large enough to draw a reasonable
sample and small enough for individual physicians to be able to make a significant
difference in the value provided to patients. Individual physicians should still have the
opportunity to review their own data if possible to make individual improvements, but the
future of medicine is in collaborative care that is best represented within the confines of
a group practice.

While the ACC appreciates that CMS has been given only a short time to create this
value-based purchasing plan, we recommend that CMS share options for a value-based
purchasing plan with the public prior to submitting a report to Congress. While the ACC
appreciated the opportunity to offer its suggestions on the development of a plan last
year, we feel it is as just as important to examine the options for a plan and offer
constructive feedback on the issues based on the perspectives of our members that care
for so many Medicare patients.

Incentives for Electronic Prescribing

The ACC strongly supports CMS’s proposal to reduce the burden of reporting a
physician as an electronic prescriber. As ACC has previously stated, it is appropriate to
create an incentive for physicians to use e-prescribing to reimburse the physician for
taking on a cost that provides substantial benefit for patients. However, the previous
method of reporting, which required a physician to append additional billing codes on at
least half of his or her office visit and consultation codes, was too administratively
burdensome.

CMS has proposed considerable improvements in the program. The ACC continues to
support the registry and EHR method of reporting on e-prescribing, but particularly
appreciates the improvements to the claims-based reporting system. In the rule, CMS
proposes to recognize only a single code that indicates that a physician used e-
prescribing and to require that single code to be reported 30 times in order to be eligible
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for the bonus incentive payment. The ACC agrees with the CMS statement that once a
physician has integrated EHR into his or her practice, requiring the physician “to
continue to report the measure represents an administrative burden with little added
benefit to the reliability and validity of the data being reported.” CMS makes an
appropriate and important distinction between structural measures such as EHR
reporting and clinical quality measures in supporting this proposal. The ACC is pleased
that CMS has proposed such a reasonable change that should continue to provide
incentives for e-prescribing but substantially reduce the administrative burden of doing
SO.

As CMS notes in the proposed rule, the change in this program from a bonus incentive
to a negative penalty likely necessitates a reexamination of the structure in future years.
The ACC looks forward to reviewing proposed changes to this program during the
transition and is encouraged by this change for this year.

Implementation of Accreditation Standards for Suppliers Furnishing the Technical
Component (TC) of Advanced Diagnostic Imaging Services

The ACC encourages accreditation of physician practices and other facilities that provide
cardiovascular imaging services as means for improving quality. The College supported
passage of the Medicare Improvements for Providers and Patients Act (MIPPA)
provision that will require providers of the technical component of advanced diagnostic
imaging services to be accredited by a nationally recognized accreditation program. We
believe that the accreditation requirement will help to improve the quality of imaging
services provided to Medicare beneficiaries and we look forward to working with CMS to
ensure smooth implementation of the program. We are pleased that CMS plans to move
expeditiously to meet the statutory requirement of designating approved accrediting
organizations by January 1, 2010. This will help physician practices that provide the
technical component of advanced diagnostic imaging services begin the accreditation
process in a timely manner.

The ACC generally supports CMS'’s plans for designating, approving, and overseeing
accreditation organizations as outlined in the proposed rule. CMS’s proposed decision to
make the process for imaging accreditation organizations consistent with already
established processes for application, selection, and oversight of other types of
accrediting organizations seems reasonable. More specifically, CMS proposes that
accreditation organizations that wish to be designated as approved accreditation bodies
for Medicare suppliers of advanced diagnostic imaging services must submit an
application that includes:

1) A detailed description of how the organization’s accreditation criteria satisfy the
statutory standards of

a. Qualifications of medical personnel furnishing the service who are not
physicians;

b. Qualifications and responsibilities of medical directors and supervising
physicians including training in advanced imaging services, expertise
obtained through experience, or continuing medical education;

c. Procedures to ensure safety of persons who furnish services and patients

d. Procedures to ensure the reliability, clarity, and accuracy of the images
produced.

2) An agreement to conform accreditation requirements to changes in Medicare
statutory requirements.



22

3) Information to demonstrate the accreditation organization’s knowledge and
experience in the advanced diagnostic imaging area.

4) The organization’s proposed fees for accreditation for each modality offered for
accreditation and any plans to reduce the burden and cost for small and rural
suppliers.

5) Any specific documentation requirements and attestations requested by CMS.

While these standards are reasonable, the ACC recommends that CMS also consider
requiring that prospective accreditation organizations have in place standards that
address all aspects of imaging, as well as a review process for evaluating image quality.

Payment and Coverage Improvements for Patients with Chronic Obstructive
Pulmonary Disease and Other Conditions - Cardiac Rehabilitation Services
Cardiac rehabilitation can offer significant benefit to many patients with heart disease.
Unfortunately, this valuable service is underutilized and many Medicare who could
benefit from cardiac rehabilitation do not receive services. ACC has worked with CMS
over the past several years to improve Medicare coverage policies for cardiac
rehabilitation (CR) for Medicare beneficiaries. Implementation of section 144 (a) of
MIPPA offers another opportunity to strengthen coverage policies for CR within the
Medicare program. ' -

Representatives of ACC and the American Association of Cardiovascular and
Pulmonary Rehabilitation (AACVPR) had the opportunity earlier in 2009 to meet with
representatives of CMS and to submit comments on the implementation of Section 144
of MIPPA in relation to cardiac rehabilitation. We appreciated CMS’s willingness to
engage with the provider community on this issue and look forward to continuing
interaction as the body of evidence for cardiac rehabilitation expands.

In general, the ACC finds that CMS’s proposal for implementing the cardiac rehabilitation
provisions of MIPPA is reasonable. We do, however, have some concerns with respect
to CMS’s proposals regarding medical director qualifications, permissible cardiac
rehabilitation program delivery models, and the mandated outcomes assessment.

Physician Qualifications

ACC would like to reiterate recommendations on physician qualifications in a letter co-
authored with the AACVPR dated March 4, 2009. A Medical Director should be a
licensed board-certified/board eligible cardiologist or a physician with demonstrated
expertise in the diagnosis and treatment of cardiovascular disease as well as expertise
in exercise physiology, preventive cardiology and in the management of cardiac
rehabilitation programs.

Specific Responsibilities of the Medical Director include:

1. Design and coordinate policies and procedures. This includes program
development, ongoing quality improvement, clinical operations, and processes to
facilitate patient referrals into cardiac rehabilitation.

2. Design and monitor patient intake evaluations.

3. Design and monitor clinical goal achievement on an individual and aggregate
basis.

4. Coordinate program safety parameters and emergency management. This
includes exclusion of inappropriate risk patients and protocols for emergency
management.

5. Coordinate communication and interface with referring physicians.
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6. Coordinate regulatory issues and compliance with reimbursement regulations.
7. Provide substantial involvement in the directing the progress of individuals in the
program.

Cardiac Rehabilitation Program Delivery Models

ACC appreciates CMS’s proposal to allow contractors some flexibility in the duration of
cardiac rehabilitation. However, we disagree that patients must receive of a minimum of
2 sessions a week. Although this is a typical model, there is growing evidence in the
peer reviewed literature that cardiac rehabilitation programs using alternative delivery
models of longer duration, but not involving a greater number of total sessions,
demonstrate improved outcomes beyond the generally accepted standard delivery
model. The requirement of 2 sessions a week could be very cumbersome for those
patients in rural areas who have to travel several hours to get to a facility that offers
these services. ACC believes that there is adequate evidence to support a minimum of
1 session per week and recommends CMS adopt this minimum.

Qutcomes Assessment

MIPPA mandates that cardiac rehabilitation programs perform an outcome assessment
for each patient every 30 days and at the conclusion of the program. We agree with
CMS'’s proposed definition of the outcomes assessment. However, CMS proposes that
the outcomes assessment should be included within the existing payment for cardiac
rehabilitation services and, thus, will not be a separately payable service. ACC believes
that the neither the physician work nor the staff resources required to perform the
outcomes assessment were included in the physician work and practice expense RVUs
established for CPT codes 93797 and 93798. When these codes were valued the
enhanced expectations of service being proposed were not taken into account.
Therefore, ACC recommend that CMS create a mechanism for separate reporting and
payment for the new physician work and staff resources required to perform the
outcomes assessment.

We understand that AACVPR has sent even more detailed comments on this issue. The
ACC urges CMS to give full consideration to the comments of that organization on this
issue.

Echocardiography

Although not discussed in the rule, there appears to be some kind of formulaic error in
the calculation for transthoracic rest echocardiography (CPT code 93306) that has
resulted in a proposed reduction in RVU that is far greater than other similar services
that are performed predominantly by cardiologists. The 42% cut in this service is in
addition to a 25% cut that was implemented last year and additional cuts from other
changes that preceded it. The ACC intends to have further discussions with CMS staff
to understand this issue and would urge that CMS make all manual programming
adjustments or errors known to the public so that they may be commented onin a
meaningful manner.

Physician Fee Schedule Update for CY 2010

The ACC commends CMS for its proposal to remove the cost of physician-administered
drugs from the calculation that is used to determine annual expenditures. As CMS notes
in the proposed rule, the percentage of Medicare Part B costs associated with physician-
administered drugs has grown substantially since the implementation of the Sustainable
Growth Rate (SGR) formula. Since these drugs are paid based on average sales price,
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they are not subject to the price controls of services paid under the relative value scale
of the physician fee schedule. The growth in the payments for these drugs has
contributed substantially to the increasing gaps between target and actual expenditures,
which through continued Congressional action, has resulted in a proposed cut in the
conversion factor of 21.5%.

The ACC continues to express its concerns about the SGR formula to Congress and
strongly supports a new payment system. However, the problems with the formula have
been made even more acute by the inclusion of costs over which physicians have no
control. The ACC has requested that CMS remove these physician-administered drugs
from the formula for many years and strongly supports the proposal to do so as part of
this year's rule.

The ACC appreciates the opportunity to comment on this year’s proposed rule which has
enormous implications for the care of Americans with cardiovascular disease. The
College remains committed to the pursuit of high quality care for all of these patients. If
you have any questions about this letter or wish to discuss the issues further, please
contact Brian Whitman, Associate Director of Regulatory Affairs at bwhitman@acc.org or
(202) 375-6396.

Sincerely,

i e

Alfred A. Bove, MD, PhD
President

e AMERICAN
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The Lewin Group

3130 Fairview Park Drive, Suite 800
Falls Church, VA 22042

phone: (703) 269-5500

fax: (703) 269-5501
www.lewin.com

CMS — 1413-P Response to Public Comments, Part 1

As part of its ongoing CMS Practice Expense (PE) contract, The Lewin Group was asked to assist CMS
in responding to comments to the 2010 Physician Payment Notice of Proposed Rule Making (NPRM).
We have identified a set of common issues raised by the American College of Cardiology and other
physician specialty related groups to the use of the American Medical Association (AMA) Physician
Practice Information Survey (PPIS) contained in the NPRM. While we provide responses to these
comments below, at the core is the issue of significant differences in the practice expense per hour values
obtained from the PPIS, past supplemental survey (SS), and the Socioeconomic Monitoring Survey
(SMS) efforts. Those specialties with PPIS PE estimates substantially lower than their previous PE
estimates as used in the Medicare physician fee schedule (MPFS) have provided CMS with extensive
comments in response to the NPRM that challenge the validity and reliability of the PPIS data.

This paper summarizes selected NPRM comments related to the PPIS and our responses, as well as our
analytic results. We requested additional data from the AMA on the PPIS to help with our assessment of
variations in PE/HR between the PPIS and the supplemental survey. We have received much of the
requested data. However, it is the AMA’s policy to restrict cell sizes (n > 20) when providing data thus
some of our analysis was constrained by lack of adequate distributional detail. Lewin appreciates the
AMAs spirit of cooperativeness in sharing additional data to assist with this effort.

We start with an overview of possible approaches to the winners and losers problem under PPIS PE
implementation. Second, we review some broad themes in the comments critical of the PPIS. Third, we
provide a summary of PPIS to SS PE blend results. Finally, we then address a series of conceptual views
related to PPIS to SS comparisons. We use cardiology as our primary case example because more is
known about cardiology PE estimates and benchmark data are readily available. We conclude with a brief
discussion of the blend options.

Qverview of Options

The Lewin Group has reviewed the comments from specialty groups that participated in the supplemental
survey process. The specialties of Cardiology, Radiology, and Urology experienced a significant
reduction in the PE/HR values. In considering these specialties, we discuss the following options that are
available to CMS:

(1) Use only PPIS indicators (survey data) in the final rule

(2) Blend PPIS and SS PE indicators for all specialties with SS PE data

(3) Blend PPIS and SS PE indicators only for those specialties where the strongest case can be made
for moving away from the PPIS PE information and when the specialty requested a blend
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We do not discuss transition strategies, as the rationale for transitions and blends would be much the
same. The key difference being that blends could be permanent while a transition would move PE
payments towards the PPIS PE information over time. Consequently, a transition strategy may not fully
address the overarching concerns some specialties have regarding their PE/HR values from the PPIS,
unless a process was established for specialty groups to submit additional data over time to “correct” PPIS
data.

Common Themes Related to PPIS PE Comments

CMS provided insufficient information about the survey methodology and process

With publication of the proposed rule, CMS posted on its website the AMA’s PPIS Worksheets 1, 2 and 3
in addition to The Lewin Groups report to CMS, entitled “Physician Practice Information Survey (PPIS)
Data Submitted for 2010: Non-MD/DO and Health Professionals Practice Information” (June 19, 2009) .
This report includes information on the PPIS survey process as well as the inclusion requirements for
estimating practice expense per hour. In conjunction with this response to the NPRM public comments,
the AMA has posted at www.ama-asssn.org a report submitted to CMS “Computing Survey Response
Rates: A Comparison of the Physician Practice Information (PPS) and The Supplemental Surreys (SS)”.
Lewin has also previously submitted a report to CMS on precision for the PPIS and has reiterated portions
of that report in this response to public comments. Lastly, Lewin will submit to CMS a more detailed
data processing methodology to address the public comments that pertain to data cleaning and processing.

The AMA PPIS should be subject to the same level of analysis as the supplemental surveys to assess
accuracy and precision

The PPIS used a consistent survey methodology across all specialty and health care profession groups.
This methodology is highly consistent with the prior SMS methodology as only small deviations were
allowed to accommodate practice style differences across the various groups surveyed.

The PPIS was conducted in accordance with the known conventions governing PE collection activities.
The data are, as a consequence, representative and reliable. One hundred completed surveys for each
specialty was set as a goal for the PPIS. Of the more than 7000 surveys collected for 51 physician, non
MD/DO specialties and health professions, for the majority of specialties, at least 100 surveys were
collected.

In an attempt to be as flexible as possible, consistent with a goal of obtaining and using updated
information collected for the same time period (2006) for as many provider groups as feasible, it is not a
PPIS requirement that every specialty and health care profession group meet a pre-determined statistical
precision level. While CMS required sampling error precision levels for the supplemental surveys, such a
requirement would have been counter-productive for PPIS individual specialty level PE information.

The goal of using consistently collected and the most recent information available for as many specialties
as possible outweighs the use of precision criteria that would not allow use to all of the PPIS data which
as a whole is the best information currently available on provider practice expenses.

Data were not collected in a contemporaneous, consistent, and comprehensive way

We disagree with this comment. The PPIS used a consistent survey instrument and methodology across
all specialty and health care profession groups. The PPIS sample was drawn from the AMA’s Physician



Master File, which is a listing of all member and non-member physicians in the United States. The survey
was conducted in conjunction with national medical specialty societies and other health care
professionals, representing 51 specialties and health professions in order to maximize the overall response
rate’. Respondents could submit information through multiple modalities; include telephone, fax, and
web-based reporting. The survey was conducted by external contractors. In 2007 the PPIS project was
contracted to the Gallup Organization. In late 2007 the AMA transitioned the survey effort to dmrkynetec,
formally Doane Marketing Research, to complete the project. Dmrkynetec conducted the majority of the
specialty level surveys that were implemented by CMS*. Dmrkynetec used the same survey instruments
as did the Gallup Organization in order that survey data collected by Gallup could be appropriately
merged in the dmrkynetec data collection.

The number of survey responses was low. The survey did not meet the target gbal for useable
responses

Commienters argue that CMS should withdraw this proposal and take the time necessary to adequately
examine the data submitted by AMA and solicit public input on the validity of the data and the most
appropriate way to integrate this data into the complex physician fee schedule. The evidence is contrary
to this recommendation. Many specialties met the n = 100 sample goal. Many specialties were
significant at .15 precision. In addition, most specialties PE data estimates were consistent with previous
(SMS, SS) survey findings. At most, the “outlier” specialties in terms of comparison to previously
collected data should be individually addressed. A complete rejection of the PPIS PE/HR results is not
supported.

A Comparison of PPIS and Final Rule 2009 PE Values and Blend Approaches by Specialty

Exhibit 1 below compares PPIS PE (2009) to the 2009 Final Rule (FR) PE values and shows how a blend
of PPIS and prior SS PE information would mitigate winner and loser effects resulting from the sole use
of PPIS PE values in the 2010 rulemaking.

! Reference “Computing Survey Response Rates: A Comparison of the Physician Practice Information (PPI) and the
Supplementa! Surveys”, AMA. Document to be posted at http://www.ama-assn.org

2 Reference “Factors Influencing the Response Rates for the Physician Practice Information (PPI) and Supplemental
Practice Expense (SPE) Surveys”; dmrkynetec, http://www.dmrkynetec.com



Exhibit 1: A Comparison of PPIS and SS Estimates

Specialty PPIS | Precision PPIS Supplemental | Precision | Final %
PE/HR Total | Survey PE/HR Rule Difference
Value PE/HR Value / PE/HR PPIS
(20006) Value adjusted for Value | (2009) and
inflated | payables ” (2009) | Final Rule
to 2009 (2006) PE/HR
$ (MEI) (2009)
Cardiology $135.56 0.15 $143.15 $238.62/ 0.05 $235.05 -39
$217.76
Radiology $134.84 0.22 $142.39 $179.07 / 0.14 $204.86 -30
: $172.73 ~
Gastroenterology | $128.34 0.16 $135.53 $146.75./ 0.13 $145.55 -7
$134.23
Urology $133.14 0.13 $140.60 $177.96 / 0.09 $173.14 -19
$166.79
Allergy and $241.08 0.12 $254.58 $254.84 / 0.10 $247.93 3
Immunology $229.61
Dermatology $264.88 0.15 $279.72 $231.74/ 0.10 $225.55 24
$217.96
Vascular Surgery | $114.69 0.11 $121.12 | $94.42/ $92.38 0.07 $95.73 27
Physical Therapy $68.47 0.18 $72.30 | $54.35/$51.40 0.12 $54.15 34
Optometry $114.78 0.10 $121.21 | $90.39 / $87.80 0.10 - -
Radiation $254.21 0.18 $268.45 $234.99/ 0.07 $228.59 17
Oncology” $220.03

2006 adjusted for payables reflect PE/HR after a percentage was deducted to account for clinical staff

that bill independently and separately billable medical supplies.

»Supplemental surveys inflated to 2006 $ MEL

¥ Precision for freestanding radiation oncology for the PPIS was 0.15, precision for hospital based
radiation oncology for the PPIS was 0.21.

Among those specialties that have a previous supplemental survey, the losers under PPIS PE results are
cardiology, radiology, urology, and gastroenterology. The winners are allergy and immunology, radiation
oncology, dermatology, vascular surgery, physical therapy, and optometry. The symmetry of these results
is apparent with the greatest loss at -39 percent (cardiology) and the greatest gains at +34 percent
(physical therapy). This symmetry could be useful in reducing the losses of the specialties that would
otherwise lose under a straight PPIS PE approach.

These data raise a series of policy questions. The key question is: “Should PPIS data be used alone or in
some form of a blend?” The first observation is that large disparities can occur between PPIS and SS PE
values, despite the fact that in many instances both surveys meet the earlier CMS precision requirement of
0.15 (determined as ((1.645 x SE)/mean) This would suggest that each survey accurately measures PE,
but for a different mix of physician practices. A careful review as to which survey results to use comes



down to which set of survey results, or some combination of survey results, are most representative of a
given specialties’ physician practices.

We explore this and other issues below for cardiology.

Cardiology as a Case Study

The total PE values for cardiology across the SMS, SS, and PPIS survey are $93.64°, $238.62, and
$135.50 (in 2006 $). These descriptive data alone would suggest that the supplemental survey data are
outlier observations. Otherwise a substantial increase and subsequently large decrease in cardiology PE
would need to be explained.

The first hypothesis we explored was: “Could there have been a movement out of the office setting to the
hospital setting between 2002 and 2006 for cardiology practices?” This could explain the abrupt decrease
in PE between the SS and PPIS surveys. We made a series of data runs (see Appendix A) which explored
this issue. The hypothesis is rejected. If anything, over this time period cardiology is moving to the office
setting, not away from it.

Our second hypothesis was that counter to all other specialties, cardiology PE/HR are falling. Comments
from the cardiology sub-specialties provided a series of arguments that PE/HR are increasing over time,
as would generally be expected.

MedAxiom (a company which provides benchmark financial data to cardiology practices) and MGMA (a
national membership organization representing the medical group practice profession) provided
information on PE for CMS’s consideration. These data are suggestive of two points: (1) cardiology total
PE/HR are increasing over time, and (2) the absolute levels of cardiology PE/HR are closer to the SS then
the PPIS PE/HR.

Communication with MedAxiom produced the information in Exhibit 2, below.

% 1999 SMS PE HR inflated to MEI 2006 5.



Exhibit 2: MedAxiom Cardiology PE Data

2003 2004 2005 2006 2007 2008

Mean PE per CV
Physician $567,672 | $602,463 | $616,923 | $656,974 | $641,236 | $655,791
Mean Malpractice Costs | $17,897 | $19,447 | $20376 | $22967 | $19,845 | $17,921
PE Net of Malpractice $549,775 | $583,016 | $596,547 | $634,007 | $621,391 | $637,870
PE on an hourly basis

(using 2571 hours per ‘
year $213.84 | $226.77 | $232.03 | $246.60 | $241.69 | $248.10

These data show that malpractice adjusted MedAxiom PE/HR on an hourly basis rise generally between
2003 and 2008. This is consistent with the experience of other specialties as shown by comparing other
specialties SMS PE values (FR 2009 PE dollar values) to the PPIS PE values. Of interest is the fact the
adjusted MedAxiom total hourly PE for 2006 is $246.60. This compares roughly to the SS total PE value
unadjusted to 2006 of $238.62 or the SS total PE value of $217.76 when adjusted for employed labor (see
Exhibit 1 above).

Commenters also provided CMS with 2006 MGMA PE data. These data are abstracted below.

Exhibit 3: MGMA PE Data for 2006

Mean
Total Operation Costs | $562,680
Plus NPP"” Costs $615,852
Hourly Adjusted
(2571) $239.54

' non-physician provider

These data again are very close to the SS PE values for 2006. We calculate an adjust PE/HR to account
for non-physician providers who can independently bill (20% of NPP cost based on PPIS estimates)
which results in a PE/HR of $235.40 a value that is still very close to the SS

Taken together these data would suggest that the PPIS data are representative of different type of
practices then the SS, MedAxiom, and MGMA data. We explore this issue below.

The information below shows practice size by survey. The PPIS has smaller practices than does the SS.
The AMA partially adjusted for this fact in their weighting process’.

Exhibit 4: SS vs. PPIS Breakdown of Survey Sample by Size

* AMA Physician Master File weights were based on information available for all physicians from the AMA Master
File, two weighting cells {solo or two physician practice; other practice type) were constructed for 40 of the 42
specialties included in the PPI survey. For nuclear medicine and osteopathic manipulative therapy, the two cells
were combined into one, and the practice expense data for those specialties was not weighted within specialty.



# of Physicians SS PPIS
1-9 Cardiologists 27% 55%
10-19 Cardiologists 31% 13%
20-29 Cardiologists 16% 13%
30 or More Cardiologists 26% 18%

Thus, it could be that the PPIS is biased towards smaller practices. As noted below, the SS found lower
costs by smaller practices. However, even the smaller practice size for the SS had a greater PE/HR value
then the overall PPIS mean PE/HR for all practice sizes ($139.34 (SS solo practices) vs. $135.56 PPIS
overall PE/HR mean). All other SS practice size means are even greater than the PPIS overall PE/HR
mean.

These data also point to another set of conclusions. The 2006 PPIS mean PE/HR for cardiology at
$135.56 is much lower than the SS median value of $216.41. Interestingly, the 25" percentile PE/HR
from the SS for cardiology is $153.43. That is, the 25" percentile for the SS PE value is higher than the
overall PPIS PE/HR mean of $135.56 for cardiology.

Exhibit 5: SS Unweighted Means by Number of Physicians — Cardiology”

Percent 25th 50th 75th
Number |(Number) Mean Percentile Percentile Percentile
1 (solo) 32 8.23 $ 139.34 1% 52211 9% 89054 | % 140.15
2t04 28 7.2 $ 1831613 104674§$% 168.12] § 215.52
509 44 11.31 $ 2038813 160.86}$ 250741 % 411.34
10to 49 233 59.9 $ 263.2819% 15879 % 23495] % 33140
50+ 52 1337 | $§ 22217 1% 151521$% 262701 % 262.70
All 389 100 $ 245291% 15343|% 21641 % 294.06

72002 Cardiology Supplemental Survey (SS) inflated to 2006 MEI §.

These data would indicate that the SS and PPIS survey results are representative of different cardiology
practice populations.

We have not been able to determine which survey is most representative as there are no gold standard
comparisons. The benchmark data available to us suggest that the SS PE more closely approximate the
cardiology practice populations than the PPIS PE at least as evidenced by other benchmarks. We suspect
this could be the case with other specialties as well. For instance, urology argued this in their comments.
But this is by no means an absolute conclusion as the cardiology benchmark survey data and the SS data
could all be biased in the same direction (e.g. over representation of large practices with a high level of
intensive technical component procedures).

Appendix A compares supplemental survey and PPIS cardiology, urology and radiology PE/HR data by
percentile and practice size for indirect and direct expenses. These data show that the supplemental data
are typically higher both by practice size and by percentile range. Cardiology and Urology (Exhibit 6a
and Exhibit 6b) show very much larger PE/HR values for the larger practice sizes. The radiology
supplemental data show higher values for each percentile range, but the small practice size reveals the
largest discrepancy between the supplemental survey and the PPIS. As with cardiology and urology, the
radiology PE/HR data are very much different across the supplemental survey and the PPIS.



Discussion

For at least some of the physician specialties with both a SS and a PPIS, it is clear that the two survey
efforts are likely measuring widely disparate segments of the physician community they represent. The
SS and PPIS PE data, given the test case of cardiology, appear to be measuring the PE/HR for different
practice populations. This is especially true for the large practices where same sized practices are shown
to have much lower PE/HR with the PPIS than the supplemental, or the MedAxiom, or the MGMA data.
Hospital based practices, for instance, would not generate the same levels of PE/HR as office based
practices. Attempts to resolve which survey is the most representative have proven inconclusive. But, at
least in the case of cardiology, external benchmarks better match the SS PE data. This could mean that all
of these surveys have the same, and almost identical, biases, given the purpose of MedAxiom and
MGMA data collection efforts.

As noted in the introduction, three broad options of how to handle the “outlier” PPIS PE data (e.g.
extreme winner and loser specialties) are available to CMS:

(1) Use PPIS data only

This has the advantage of being entirely consistent across all specialties and avoids any charge of
favoritism. The purpose of the PPIS was to conduct a uniform PE survey across all specialties paid
under the Medicare Fee Schedule. To a large extent this mission was accomplished. However, there
are several outliers, in terms of comparing the PPIS information to past SMS and SS PE estimates.
This raises concerns if can be shown that the PPIS efforts were in some cases biased or at least not
consistent with other available benchmark data. Using the best data available, and using cardiology as
a test case, we have not been able to show that PPIS is demonstrably less biased (or more biased) than
the SMS or SS surveys.

This would indicate that, for those specialties where their PE estimates deviate measurably from past
survey results, some sort of blend or transition might be appropriate.

(2) For all specialties with SS PE estimates, blend these results with PPIS PE estimates

Exhibit 1 above shows how this might work. It mitigates the extreme winners and losers resulting
from the incorporation of PPIS PE results. That is, use of the PPIS PE/HR could cause unwarranted
losses and gains unless a blend or transition strategy is employed. The case for this all inclusive
approach is that the winners’ gains may not be justified. A comprehensive blending strategy is a

" balanced approach in that it is skeptical of either large winners or large losers under the PPIS. It
departs from the PPIS most extensively, however, and is the most aggressive in redistributing
payments across the specialties.

(3) Blend SS and PPIS PE estimates for only a few selected specialties

This would presumably only address extreme losses. A decision to use this course of action could be
based on: 1) the percent and magnitude of losses for a given specialty; 2) relative sample sizes across
the SS and PPIS surveys; and 3) a request by the specialty for a blend. This would cover the extreme
specialty level loses as shown in Exhibit 1.

Under this approach, all physician groups “pay,” through budget neutrality, for loser compensation.
Paying for loser compensation with reductions in winner gains as under option (2) might be more
appropriate than just “taxing” all specialties for this effort.



Total PE/HR, Direct and Indirect PE/HR by Practice Size - SS and PPIS

Appendix A

(1) Cardiology - Total PE/HR
Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
lto 4 60 15% $159.78 $ 77.25 $112.53 $205.93
5+ 329 85% $260.88 $158.79 $249.27 $329.03
All 389 100% $245.29 $153.43 $216.41 $294.06
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
l1to4 22 40% $142.22 5 73.69 $131.87 $194.44
5+ 33 60% $131.25 $ 59.00 $122.86 $166.45
All 55 100% $135.56 $ 70.80 $122.86 $194.44

(2) Cardiology - Indirect PE/HR
Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
l1to4 60 15% $101.71 $§ 49.61 3 79.22 $121.59
5+ 329 85% $141.52 $ 80.82 $130.69 $179.16
All 389 100% $135.37 $ 72.17 $123.45 $174.98
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1to4 22 40% § 98.92 $ 61.11 $ 75.29 $131.87
5+ 33 60% $ 80.73 $ 45.80 $§ 70.13 $119.98
All 55 100% 5 88.04 $ 31.48 $ 69.45 $114.63

(3) Cardiology - Direct PE/HR
Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
lto4 60 15% $ 58.08 $§ 19.51 $ 31.96 $ 75.43
5+ 329 85% $119.36 § 75.49 $118.58 $141.18
All 389 100% $109.92 5 56.96 $ 97.10 $131.06
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
l1to4 22 40% $ 42.86 $ 4.58 $ 29.41 $ 57.86
5+ 33 60% $ 50.51 $ 815 $ 44.87 $ 80.92
All 55 100% $ 47.52 $ 3.88 $ 32.74 $ 62.43




(1) Urology - Total PE/HR
Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
1 (solo) 87 39% $159.25 § 86.45 $ 125.53 $ 189.63
2to4 80 35% $197.96 $ 130.50 $165.77 $ 238.83
5+ 59 26% $ 183.56 $ 93.79 $150.32 $ 244.61
All 226 100% $179.30 $ 105.94 $ 147.06 $229.48
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1 (solo) 25 31% $138.13 § 75.32 $119.31 $163.26
2t04 28 35% $151.88 $ 95.68 $145.40 $195.33
5+ 27 34% $113.74 $ 40.99 $105.83 $153.98
All 80 100% $113.74 $ 40.99 $105.83 $153.98

(2) Urology - Indirect PE/HR

Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
1 (solo) 87 39% $114.31 $ 58.89 $ 87.91 $128.38
2to 4 80 35% $136.11 $ 81.80 $111.32 $ 169.87
5+ 59 26% $118.78 $ 59.98 $102.02 $151.62
All 226 100% $123.19 $ 64.60 $ 97.59 $158.14
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1 (solo) 25 31% $ 99.31 $ 38.26 $ 75.33 $131.11
2t04 28 35% $116.46 $ 67.75 $ 95.13 $149.44
5+ 27 34% $ 78.58 $ 32.63 3 69.27 $126.60
All 80 100% $ 97.02 $ 34.64 $ 68.68 $119.22

(3) Urology - Direct PE/HR

Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
1 (solo) 87 39% $ 4494 § 19.14 $ 33.59 $ 52.26
2t04 80 35% $ 61.85 § 34.74 $ 52.81 $ 69.28
5+ 59 26% $ 64.78 $§ 27.27 § 66.04 $ 88.24
All 226 100% $ 56.11 § 25.97 $ 43.64 3 68.04
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1 (solo) 25 31% $ 38.81 $ 19.18 $ 30.22 $ 5644
2t04 28 35% $ 3542 $ 18.51 $ 32.99 $ 49.34
5+ 27 34% 3 35.16 $ 734 $ 2333 $ 57.69
All 80 100% $ 36.13 $ 3.06 $ 22,10 $ 49.26
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(1) Radiology - Total PE/HR
Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
1 (solo) 76 44% $232.14 $ 60.70 $112.66 $252.31
10+ 95 56% $178.87 $ 5239 $ 94.23 $192.94
All 171 100% $202.55 $ 56.97 $107.03 $230.17
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1 (solo) 20 36% $ 81.93 $ 1834 5 64.88 $109.18
10+ 36 64% $ 166.89 § 46.22 $114.45 $237.53
All 56 100% $134.84 $ 36.36 $ 86.19 $193.36

(2) Radiology - Indirect PE/HR

Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
1 (solo) 76 44% $131.48 § 5843 3 98.29 $ 168.98
10+ 95 56% $ 106.97 $ 48.64 $ 79.27 $125.15
All 171 100% $117.86 $§ 50.22 $ 8l.51 $ 148.28
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1 (solo) 20 36% $ 59.25 $ 1834 $ 61.22 $ 8631
10+ 36 64% $117.62 $§ 36.51 $ 76.82 $175.97
All 56 100% $ 95.60 $ 571 $ 41.52 $106.29

(3) Radiology - Direct PE/HR

Supplemental Unweighted Means by Number of Physicians (2006 MEI)

N PrctN Mean 25th% 50th% 75th%
1 (solo) 76 44% $ 100.65 b - 5 818 $131.30
10+ 95 56% $ 71.90 $ - $ 841 $ 89.81
All 171 100% $ 84.69 $ - $§ 8.26 $101.20
2006 PPIS Means by Number of Physicians

N PrctN Mean 25th% 50th% 75th%
1 (solo) 20 36% $ 22.67 b - 3 - $ 19.04
10+ 36 64% $ 49.27 $ - $ 18.29 3 48.61
All 56 100% $ 39.24 $ - $ - 5 3823
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Charlene Frizzera

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
PO Box 8011

Baltimore, MD 21244-8018

ATTENTION: CMS-1413-FC
Dear Ms. Frizzera:

The American College of Cardiology (ACC) is pleased to offer our
comments on the final rule with comment period entitled Medicare
Program: Payment Policies Under the Physician Fee Schedule and
Other Revisions to Part B for CY 2010 as published in the Federal Register
on November 25, 2009.

The ACC is a professional medical society and teaching institution made up
of 37,000 cardiovascular professionals from around the world — including 90
percent of practicing cardiologists in the United States and a growing number
of registered nurses, clinical nurse specialists, nurse practitioners, physician
assistants, and clinical pharmacists. Our goal in commenting on these policy
changes is to assure access to quality cardiovascular care for all Americans.

The policies contained in this final rule are already causing an abrupt shift in
the practice of cardiovascular medicine in the United States as physicians
are, as a result of this rule, leaving the private practice of cardiology in
droves. Many patients who now receive outpatient cardiovascular care in
their physicians’ office will be forced to seek those services in the hospital
setting or from offices in the community linked to particular hospitals,
leading to increased costs and access issues. The ACC remains committed to
working with CMS to provide access to quality cardiovascular care but we
are concerned that the impact of this rule will cause permanent, irreversible
damage to community-based cardiology care.
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Practice Expense

In this final rule, CMS finalizes its decision to generate practice expense relative value
units (RVUs) based on a new Physician Practice Information Survey (PPIS) that was
completed by the American Medical Association (AMA). As we stated in our attached
comment letter on the proposed rule, we do not believe these data may be properly used
as the basis for setting the practice expense reimbursement amount.. While CMS
proposed to slow the impact by phasing in the impact over four years, the phase in
provides only a modest, short term relief from the rule’s major, negative impact on the
fiscal health of cardiology practices.

Many of the concerns that we raised in our comments on the proposed rule have not yet
been addressed despite numerous meetings with CMS staff and leadership. The most
significant additional analysis that CMS provided as part of the final rule was an analysis
of differences between the supplemental survey data and PPIS data for the specialties of
cardiology, radiology, and urology performed by the Lewin Group. The analysis is
mentioned within the CMS rule and the only statement from CMS is that the Lewin
Group’s analysis did not change CMS’s decision to finalize the proposal based on this
information.

First, this is the kind of analysis that CMS should have performed on all specialties and
should have included in the proposed rule. Releasing a partial analysis of the data at the
time that the rule is finalized does not allow time for stakeholders to comment on the
decisions that were made prior to implementation. We reviewed the Lewin Report with
great interest, focusing on the review of the cardiology data. The Lewin Group analysis
validated that the supplemental survey was far more reflective of the costs of cardiology
practice than the data gathered as part of the PPIS. Indeed, the Lewin Group states that
costs of practice have not gone down since the supplemental survey and that there was
even more rapid shifting towards office-based cardiology services since that time. The
Lewin Group states that the two surveys are measuring two different groups of
cardiologists and that the supplemental survey is more representative of cardiologists
than is the PPIS. The ACC concurs with that assessment and believes that CMS should
not use the PPIS data when the Lewin Group’s analysis indicates that the supplemental
survey data is more representative and precise than the PPIS data

Many of the cardiologists who responded to the PPIS appear to be from hospital-based
practices or otherwise integrated systems that do not bear the indirect costs associated
with technical component services. However, the data used in the PPIS has the largest
impact on services with significant technical components, cutting payments to nuclear
cardiology services and echocardiography by more than 20 percent. The PPIS data do
not reflect typical practice expenses for practices that provide the services most affected
by implementation of the data. CMS provided no response to the point that there are two
very distinct kinds of cardiology practices, not considering whether one or the other
might be more representative of the costs that CMS intends to cover through the
physician fee schedule.

The numerous defects in the PPIS, and the clear superiority of the supplemental survey,



are further corroborated by the analysis of Henry Miller, Ph.D., a recognized national
expert on the subject of surveys of physician practice expenses retained by the ACC as a
consultant to review PPIS. A copy of Dr. Miller’s analysis is attached hereto. Dr.
Miller’s conclusions include the following:

1) The PPIS response rate for cardiology practices falls well below CMS’s own
requirements for survey response rates, as well as industry standards,

2)Based on available evidence, the 55 survey responses used to measure cardiology
practice expenses are not representative of the distribution of U.S. cardiology practices,
3)The questions relating to practice expenses included in the PPIS do not meet the
requirements of generally accepted cost accounting principles and were not constructed
to ensure consistent responses, and

4)The difference between practice expenses measured in the currently used
Supplemental Survey for cardiology and practice expenses measured in the PPIS is so
great that CMS should not change from using the SS to the PPIS for cardiology.

The ACC strongly urges CMS to take the additional time available before the rulemaking
cycle for the 2011 Medicare Physician Fee Schedule to consider whether the data and
methodology fully take into account the costs of providing services to Medicare
beneficiaries in community based settings. Based on all available information we do not
believe CMS is using accurate practice expense information.

As CMS notes in this final rule, the Medicare Payment Advisory Commission (MedPAC)
has stated its concerns that the use of a survey and the artificial application of that data
may not allow for the most accurate practice expense values. The ACC remains
concerned that the PPIS methodology fails to capture practice expenses accurately and
reliably. As shown in Table 2 of the Final Rule, there is wide variation in practice
expense per hour among specialties, even those specialties that would likely have very
similar practice operations and levels of overhead.

In addition to concerns about the PPIS data, the ACC has broader concerns about the
resource-based practice expense methodology. One critical issue that remains difficult to
understand is the scaling factor that is applied to direct inputs as the first step in
determining a practice expense RVU. We are uncertain why a global scaling factor
should be applied in this fashion. More importantly, we question how the number could
change so significantly over time The PPIS shows that 74% of physician practice expense
are related to indirect costs, an increase of more than 10% compared to the current data.
This results in a change of the scaling factor that reduces the payment for direct practice
expense inputs from 0.62 to 0.51. As more and more services that had been restricted to
facility settings move into an office environment, direct physician costs have gone up
substantially. While the administrative burdens that may be captured in indirect costs
have increased for physicians in that same time, it does not seem plausible that the split
between direct and indirect costs could move upwards so substantially in that time.

While the ACC understands that appropriate assignment of indirect costs for defined
services is complex and challenging and that CMS’s indirect cost formula has developed



over many years, this year’s rule revealed some significant flaws in the methodology that
CMS must address in the 2011 proposed rule. The ACC hopes to meet with CMS staff in
the near future to discuss these concerns and hopes that CMS is open to further
refinements of this system.

Malpractice RVUs

CMS finalized a modified version of the proposals to incorporate new malpractice
premium data into the malpractice RVUs (MP RVUs) and introduce a new resource
based MP RVU methodology for technical component services. The ACC is disappointed
that CMS chose to implement the new data and new methodology for technical
component services without a multi-year phase-in as recommended in our comments on
the proposed rule. Although the MP RVUs account for a small share of aggregate
payments under the Medicare Physician Fee Schedule, the reduction in RVUs for
technical component services is significant. In addition, the new resource based
methodology is being implemented in conjunction with other RVUs changes that
adversely affect many technical component services.

The ACC supports the modifications CMS has made to its proposal with respect to
technical component services. Specifically, we agree that the verified malpractice
premium data for IDTFs should be used instead of the medical physicists’ premium data
cited in the proposed rule. We also support the modification of the resource based PE
methodology for technical component services to use the greater of the clinical labor
required for a service or the work RVUs in the malpractice allocation.

The ACC comments on the proposed rule expressed concern about CMS’s proposal to
assign services to one of three risk tiers — non-surgical, minor surgical, and major surgical
— solely on the basis of CPT code range and global surgical indicator. We agree with
CMS’s decision not to finalize this aspect of the proposal and to, instead, use the current
approach for assigning risk factors to individual services. We look forward to working
with CMS to address unresolved issues in the assignment of risk factors to individual
services, including the appropriate risk factor assignment for injection procedures
performed in conjunction with cardiac catheterization.

We have specific concerns with respect to the 2010 MP RVUs assigned to a number of
electrophysiology, diagnostic cardiac catheterization, and interventional cardiology
procedures. The Final Rule indicates that in addition to services in the CPT code range
10000 through 69999, the following codes would continue to be assigned the surgical risk
factor:

92980 through 92998, 92973 through 92975 (percutaneous coronary interventions)

93501 through 93536 (diagnostic cardiac catheterization)

93580 through 93581 (repair of congenital heart defects)

93600 — 93613, 93617 — 93641 (electrophysiology studies and ablation procedures).

CMS’s decision to maintain the surgical risk factor for these services is appropriate. We
believe, however, that CMS has made an error and has not, in fact, assigned the
cardiology surgical risk factor to the services listed above. In all instances, the 2010 MP



RVUs for these services are lower than both the 2009 MP RV Us and the proposed 2010
MP RVUs published in the proposed rule. These decreases are unexplained and
inconsistent with the results we would expect to see from the policy as stated in the Final
Rule. The ACC strongly urges CMS to re-examine the risk factor assignments for these
codes, recalculate the MP RVUs as needed, and promptly issue a technical correction if,
as we suspect, the published MP RVUs are incorrect.

Consultations

The ACC continues to disagree strongly with the CMS decision to eliminate payment for
services reported as consultations. As we stated in our comments on the proposed rule, a
consultation is not merely an office or hospital visit with the addition of a report sent to
the requesting physician. We restate our strong opposition to elimination of payment for
the consultation codes and urge that CMS wait at least a year before implementing such a
change because of the enormously disruptive administrative problems this policy will
create.

Since this change was finalized on November 1, ACC members have raised significant
questions about how to report services that are now reported as consultations. With only
weeks to go before the change, specialty societies like ACC were unable to educate
members on how to report services they report on a daily basis. In the rule, CMS appears
to ignore and dismiss the concerns raised by the many stakeholders that opposed this
change. While we will do everything possible to make this transition easy for our
members, these issues are likely to cause lost or delayed revenues for physicians who are
providing valuable services for Medicare beneficiaries.

Potentially Misvalued Services

The ACC shares the CMS goal of establishing appropriate payment for services provided
to Medicare beneficiaries. However, the ACC is concerned that expanding the effort to
examine services that are commonly performed together to a threshold of 75% will and
not result in substantial savings of funds on these services and will instead result only in
more work for specialty societies, CMS and the RUC, as well as a more cumbersome and
confusing coding system.

CMS should continue to explore appropriate ways to pay for services in a more
systematic fashion. If CMS wishes to continue to pursue actions that create new codes to
replace old codes, the values for those new codes should be subject to the same
rulemaking requirements as changes to existing codes. Such changes should be
published in the proposed rule to allow the public to comment. In addition, should policy
changes with a significant impact on existing services coincide or overall with the
introduction of codes created through the potentially misvalued codes activities, the new
codes should be subject to any transition or phase-in. We are aware that multiple
proposals to bundle codes commonly reported together are moving through the CPT and
RUC processes, with implementation scheduled for January 2011. We urge CMS to
propose RV Us for those new, bundled codes in the proposed rule for the 2011.

Physician Quality Reporting Initiative



While the ACC is concerned that some physicians will be unable to participate in PQRI
in 2010 due to reduced options for claims based reporting, we salutes CMS for its
commitment to transform the program from a claims-based system into one requiring the
use of a registry or an electronic medical record. We hope that the program will continue
to evolve into one that pays a meaningful bonus for meaningful work contributing to
quality care provided to Medicare patients.

The addition of measures groups for coronary artery disease and heart failure should
allow more cardiologists to submit measure on a like group of patients and allow them to
better determine where to focus their quality improvement resources.

E-Prescribing

As stated in our comments on the proposed rule, the ACC supports the CMS decision to
change the reporting requirements to receive the e-prescribing bonus. Recognizing that
physicians who invest in e-prescribing are likely to continue to do so throughout the year
is sensible and requiring the reporting of 25 incidents of e-prescribing is a reasonable
requirement to report this.

Refinement of Relative Value Units for Calendar Year

2010 and Response to Public Comments on Interim Relative

Value Units for 2009

The ACC appreciates the decision of CMS to accept the recommendation of the
refinement panel and increase the work values for a number of cardiac device monitoring
services (CPT codes 93283, 93289, 93295). These services were inappropriately
devalued as part of the 2009 interim final rule and the ACC appreciates CMS addressing
this issue and more accurately aligning the values for the service with the level of work
required and the value to the patients.

Establishment of Interim Work Relative Value Units for New and Revised Codes

- The ACC strongly objects to the way that CMS has handled the issue of code changes to
existing services. According to direction from CMS, the ACC cooperatively worked with
CMS to create new codes to allow the report myocardial perfusion imaging services,
typically reported with three codes, with a single code. In addition, the ACC, in
collaboration with other medical specialty societies, submitted recommendations to the
RUC for both reduced practice expense inputs and reduced work values from that which
were assigned to the services in 2009.

The ACC has recommended CMS on numerous occasions to recommend that existing
services that have changes in codes should be included as part of the proposed rule. The
impact of changes in the values of existing services that have been assigned new CPT
codes can be significant and should be subject to the provisions of the Administrative
Procedures Act requiring a notice of proposed rule making and a comment period. For
example, the new CPT code 78452 represents a set of services provided to Medicare
beneficiaries 3 million times in 2007. The interim RVUs for 2010 represent a 36%
decrease from the RVUs assigned to the previous codes for the service. In the rule, CMS
states that it may waive the requirement for a notice of proposed rulemaking if doing so



is impracticable, unnecessary, or contrary to the public interest. CMS states that it
believes that it may waive this requirement in the case of new codes because codes are
not released until the fall. While the code numbers are not released, this does not appear
to be particularly relevant. The description of the codes and an assessment of the work
values have already been completed well in advance of the assignment of particular code
numbers. In the case of myocardial perfusion imaging, the codes were approved by the
AMA CPT Editorial Panel in October of 2008 and values were recommended by the
RUC in February of 2009. It is unclear why CMS was unable to discuss these values as
part of the proposed rule, which is not released until July.

It is also important that CMS recognize while the RUC allows for the contributions of a
number of stakeholders in the medical community, it is not an open meeting and does not
meet the transparency requirements of federal advisory committee. In addition, in the
case of the myocardial perfusion imaging services, RUC recommendations were rejected
in favor of lower work RVUs.

The ACC is further disturbed by the CMS decision to implement changes in “potentially
misvalued” codes as part of the interim final rule and not allow for comment prior to
implementation. In this section, CMS states that “a delay in implementing revised values
for these misvalued codes would perpetuate the known misevaluation of these services”.
CMS does not know that these services are misvalued, it believes them to be so. While
CMS accepted the recommendations of the RUC on most of these services, it does not
have to do so, so CMS could arbitrarily cut the value for services by 50 or 60 percent on
its own initiative and stakeholders would have no opportunity to comment. The ACC
fails to understand how the public could be harmed by deciding not to implement these
changes and why such a change should not be subject to notice of proposed rulemaking
requirements.

Even more disturbingly, CMS views myocardial perfusion imaging as new services and
decided to not phase-in the practice expense relative value unit changes. This once again
speaks to a misunderstanding of a new code not necessarily being a new service. The
ACC requests that CMS immediately revise its decision and phase-in the practice
expense values for myocardial perfusion imaging according to a crosswalk to the codes
that exist in 2009.

Not having had the opportunity to comment on these values prior to implementation,
ACC has no choice but to do so now. The ACC strongly disagrees with the work values
assigned to the myocardial perfusion imaging SPECT codes 78451 and 78452. The ACC
performed a survey of physicians who perform these services and after examining the
data, made recommendations to the RUC. The ACC continues to believe that those
recommendations are correct. The ACC recommends that code 78451 be assigned a
work value of 1.5 and that code 78452 be assigned a work value of 1.87.

We believe it was inappropriate for CMS to use CPT code 73219 (MR, upper extremity,
other than joint, with contrast at RVU 1.62) as a reference code for CPT code 78452.
CPT code 73219 has no computer post-processing analysis associated with it, has less



overall images to interpret, and has no additional cine motion images to analyze and
interpret, all of which are included in the as MPI procedures. The differential diagnosis,
patient complexity/history, and cognitive assessment for good patient outcomes are
frequently a different level in the cardiovascular patient.

The ACC urges CMS to correct this work valuation and more importantly to allow
stakeholders to comment on these kinds of changes in the future.

The ACC appreciates the opportunity to comment on these very important elements of
rulemaking and will be contacting CMS in the near future to discuss further. If you have
any questions about this comment letter of wish to discuss further, please contact Brian
Whitman, Associate Director of Regulatory Affairs at bwhitman@acc.org or (202) 375-
6396.

Sincerely,

2L e

Alfred A. Bove, MD, PhD, FACC
President
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This report is offered as an analysis of the 2010 Physicians Fee Schedule Rule, 74 Fed.
Reg. 61738 (Nov. 25, 2009), as it pertains to the use of survey data to determine practice

expenses for cardiology services.

A. INTRODUCTION
I am a Managing Director in the healthcare practice of LECG, LLC, an international
management consulting firm. Previously, I was a Managing Director in the healthcare
practice of Navigant Consulting, Inc. and the President of the Center for Health Policy

Studies, a healthcare research and consulting firm.

I have more than 35 years of experience in consulting on provider reimbursement issues
for the Medicare program, State Medicaid programs and health plans throughout the
U.S. My work for the Medicare program includes membership on the advisory
committee for the first physician practice expense survey conducted by Abt Associates
in 1996 to support the Program’s efforts to develop resource-based relative values for

practice expense. Prior to my selection to the advisory committee, I was a member of a



panel convened by the Physician Payment Review Comumnission (PPRC) to arrive at a

recommendation for a methodology to measure practice expense.

I have worked on several related issues for the Medicare program. I directed studies to
evaluate the appropriateness of paying facility fees to Ambulatory Surgery Centers, to
measure the costs of outpatient services to support rate setting for the Medicare Hospital
Outpatient Prospective Payment System (HOPPS) and to evaluate differences in
Medicare payment for the same service when it is provided in different settings,
including physician offices, hospital outpatient departments and ambulatory surgery
centers. In other work I completed for the Medicare program, I participated in analyses
of Medicare’s use of competitive bidding to purchase durable medical equipment and
home health services. After the introduction of the HOPPS, I assisted Medicare in
conducting additional analyses of outpatient costs and revising regulations. Ialso
directed a Medicare funded project to investigate changes to the Inpatient Prospective
Payment System (IPPS). In other work for CMS, I directed evaluations of data
requirements for Medicare managed care plans and evaluated the accuracy of diagnostic

data used in setting Medicare Advantage plan rates.

I have completed studies of Medicare payment issues for others as well. Iled a study of
Medicare’s rate setting approach for clinical laboratories for the Institute of Medicine of
the National Academy of Sciences. I also directed studies of cost data used in Medicare

rate setting and the potential impact of the HOPPS for the Medicare Payment Advisory



Commission (MedPAC). I directed a comprehensive study of Medicare rates paid to
Federally Qualified Health Centers (FQHCs) and I evaluated methods to pay children’s
hospitals for the costs of graduate medical education. Both of these projects were

funded by the U.S. Public Health Service.

I have also worked with several state Medicaid programs and more than thirty private
sector health plans on similar issues. Ihave testified on these issues before the U.S.
Congress and several state legislatures. In addition, I have qualified to testify as an
expert witness in Federal, state and local courts on several health care finance issues.
Two of these cases related to physician issues (Grider v. Keystone Health Plan; Cardiac
Surgery Associates v. Midatlantic Cardiovascular Associates).

I received my Ph.D. in the two fields of accounting and economics from the University
of Tllinois. Prior to receiving my Ph.D., I was licensed as a Certified Public Accountant.

My curriculum vita is attached to this report as Exhibit A.

B. SUMMARY OF OPINION
It ié my opinion that the PPIS does not provide valid data for calculating‘pracﬁce
expenses for cardiologists. As a result, the cardiology practice expenses (PE) derived
from the PPIS and used for the physician fee schedule rule published in the November
25, 2009 Federal Register, should not be used to set Medicare physician fees for
cardiologists. Instead, CMS should continue to use the Supplemental Survey that it has

used in recent years to set PE RVUs for cardiologists.



My opinion is based on four findings that are discussed in greater detail in subsequent
paragraphs. The findings are:

e The PPIS response rate for cardiology practices falls well below CMS” own
requirements for survey response rates as well as industry standards,

» Based on available evidence, the 55 survey responses used to measure cardiology
practice expenses are not representative of the distribution of U.S. cardiology
practices,

» The questions relating to practice expenses included in the PPIS do not meet the
requirements of generally accepted cost accounting principles and were not
constructed to ensure consistent responses, and -

o The difference between practice expenses measured in the currently used
Supplemental Survey for cardiology and practice expenses measured in the PPIS
is so great that CMS should not change from using the SS to the PPIS for
cardiology.

C. BACKGROUND

Congress required the Medicare program to develop a resource-based approach to
physician payment in 1989. Until that time, Medicare payment was based on data
gleaned from physicians’ charges. Congress’ goal was to use an approach that reflected
the costs that physicians incurred based on the resources that they used. The approach
that the Health Care Financing Administration (HCFA) (prior to a 2001 change, the
Centers for Medicare and Medicaid Services was named the Health Care Financing
Administration) developed consisted of three components: work, practice expense and
malpractice insurance costs. The work component was developed first by determining
the level of effort required to complete each patient service as defined by its CPT code.
Lack of data made it difficult to measure practice expense, which led to the use of an

approach based on average charges. A similar approach was used for malpractice

insurance costs.



Tt was widely recognized that there was a need for a resource-based approach to
measuring practice expense and Congress required HCFA to implement such an
approach by 1998. The Physician Payment Review Commission (PPRC), which was then
responsible for advising Congress on Medicare physician payment issues, indicated that
such an approach should be based on accounting principles for measuring costs that
identified the direct costs associated with each service and adding indirect costs using an
allocation process. HCFA responded by indicating that such an approach required it to

collect practice expense data from the physician community.

HCFA contracted with Abt Associates to collect the needed practice expense data
through a comprehensive survey. A very low response rate combined with concerns
about the accuracy of the data that were collected led to abandonment of the Abt survey.
Instead, HCFA turned to the American Medical Association (AMA), who had collected
financial data on physician practices in its Socioeconomic Monitoring System (SMS) for
several years. As HCFA began to use SMS data to measure practice expenses,
shortcomings in the data were identified. As a result, HCFA allowed medical specialty
societies to submit practice expense data from Supplemental Surveys (S5) that provided
more accurate data. These data were used to measure the practice expense component
of the Medicare Physician Fee Schedule as long as the Supplemental Surveys met

HCFA'’s requirements.



CMS continued to seek to conduct a comprehensive survey of all physician practices and
once again turned to the AMA for assistance. The resulting survey is the Physician
Practice Information Survey (PPIS) that was used to establish the practice expense
published in the November 25, 2009 Federal Register. This survey was used to establish
payment rates even though it suffered from the same problems that the Abt survey
experienced ten years earlier. Response rates were far lower than expected and
questions were raised regarding the accuracy of the data that were collected. In fact,
response rates in the Abt survey were higher than response rates in the PPIS for some

specialties.

D. OPINIONS AND EXPLANATIONS
The PPIS response rate for cardiology practices falls well below CMS’ own
requirements for survey response rates as well as industry standards. CMS3 and the
AMA originally determined that a fifty percent response rate was needed for each
specialty. When it was clear that the response rate would be less than 50 percent, the
desired response rate was arbitrarily reduced to twenty percent.! CMS used the PPIS to
measure cardiology practice expenses even though the practice expense data included in
the survey is based on a response rate of only 1.54 percent (3,576 cardiologists were

included in the sample from the AMA Masterfile; data on 55 were collected and used).?

! AMA/Specialty Society RVS Update Committee, Practice Expense Subcommittee, Minutes, Thursday,
September 27, 2007.
2 AMA, Comparison of Dispositions and Response Rates, Undated.



CMS projected practice expenses for more than 18,000 U.S. cardiologists from a sample

of only 55 practices.

The response rate itself does not determine whether a sample can be used. If the
completed surveys are truly representative of the population surveyed, a lower response
rate may be acceptable. The acceptability of a sample is based on whether the sample
meets reasonable and appropriate precision requirements. In my experience, it is
unusual to accept precision estimates of greater than ten percent for surveys such as the
PPIS especially when a confidence level of 90 percent is used as well. Survey researchers
strive for precision estimates of five percent and confidence levels of 95 percent. The
precision rate establishes a range in-which the measured value is likely to be found. If
the measured value from a sample is 100 and a confidence level of 95 percent is used, a
precision rate of five percent would mean that the researcher has determined that he or
she is 95 percent confident that the actual value is between 95 and 105. CMS accepted a
15 percent precision rate and a 90 percent confidence level for cardiology practice
expenses in its use of the PPIS. CMS is therefore concluding that it is 90 percent
confident that the cardiology practice expenses are between $115.23 and $155.89, but
that there is a 10 percent possibility that it is outside this broad range. When the
confidence level is lowered, the possibility that the sample is not representative

increases.



When a survey researcher uses a lower confidence level, findings should be reviewed to
determine whether they aze consistent with knowledge about the population from
which the sample was drawn. CMS knows that the Supplemental Survey for cardiology
had a much higher response rate and had significantly different findings from the PPIS.
In fact, the PPIS measured practice expenses that were 42.3 percent lower than the
Supplemental Survey? This finding should have led CMS to question the PPIS findings

and seek to increase the cardiology practice expense sample.

Based on available evidence, the 55 survey responses from cardiologists used to
measure cardiology practice expenses are not representative of the distribution of U.S.
cardiology practices. There are several ways to characterize cardiology practicés that
may affect their practice expenses. Some cardiologists are in solo practices or in small
groups. Others are in large practices and still others in multispecialty groups. Some
cardiologists are hospital-based. It is reasonable to expect that practice expenses vary
depending on a cardiologist’s organizational arrangement. Solo practice and small
cardiology groups may not have access to the capital needed to make substantial
investments in equipment. These same groups may be less likely to hire staff to conduct
activities that they undertake themselves. Hospital-based cardiologists may rely on
their hospitals to meet most practice expense requirements. For these reasons, the
sample selected for the PPIS should have included an adequate cross section of

cardiology groups based on the ways in which cardiologists are organized. CM3 did not

3 AMA, Practice Expense Per Hour, 2007/2008 PPI Survey, Undated.



make such an effort although it knew that there were substantial differences in the
composition of the Supplemental Survey and the PPIS samples in regard to group size.
Only 15 percent of the groups included in the Supplemental Survey had four or fewer
cardiologists while 40 percent of the groups in the PPIS sample had four or fewer

cardiologists.*

There is also reason to believe that there is variation in cardiologists’ practice expense
based on the geographic region in which they practice. In a recent article, Fye found that
there are approximately six cardiologists per 100,000 people in the U.S., but that there
was considerable variation by region. In fact, he measured a range of less than 3 per
100,000 to almost 12 per 100,000 across geographic regions.> Cardiologists who practice
in areas where there are few other cardiologists may have larger practices and incur
higher practice expenses on a per cardiologist basis than cardiologists who practice in
areas where cardiologists are concentrated. CMS should have acted to ensure the

geographic representativeness of the PPIS sample.

Survey researchers are always concerned that their survey could have characteristics
that will lead to a bias based on who chooses to respond and who does not. There are
several reasons to be concerned about the potential for non-response-bias in the PPIS

survey of cardiology practice expense. Concerns about non-response bias in regard to

* The Lewin Group, CMS-1413-P Response to Public Comments, Part I, p.9.
° Fye, W. Bruce, Cardiology’s Workforce Shortage: Implications for Patient Care and Research, American
Heart Association, 2004: 109; 813-816.



practice expense measurement are heightened in the case of the PPIS because more than
half of the respondents who provided information did not provide any usable practice
expense data. Clearly, cardiologists and their office staff who provided practice expense
data were able to access financial information while others who were willing to respond
but not provide financial information may not have had comparable access. Itis
possible that respondents who believed that their practices were especially efficient were
more likely to respond. A substantial number of respondents entered their data using
the Internet, which meant that the content of the response was not discussed with a
researcher before it was submitted. Such an approach meant there was increased

opportunity for erroneous and incomplete responses.

These concerns were confirmed by the survey coniractor that administered the PPIS
when they compared the far better response rates in the 55 to the response rates in the

PPIS. The contractor, dmrkynetec, concluded:

« The S5 responses were collected only from owners of practices; the PPIS5
responses were collected from both owners and non-owners. Many of the non-
owners did not have sufficient access to expense information,

o The PPIS survey was more than twice the length of the SS survey which may
have contributed to a large number of incompletes and refusals to participate,

s The option to use an Internet approach to submission of the PPIS allowed more
incomplete responses to be submitted.t

Significant concerns regarding the representativeness of the PPIS sample were raised by

CMS’ own contractor, The Lewin Group. Lewin’s initial analysis compared the

¢ Hagan, Brian, Factors Influencing the Response Rates for the Physician Practice Information (PPI) and
the Supplemental Practice Expense (SPE) Surveys.



disparate findings of the Supplemental Survey and the FFIS. The S5 measured mean
cardiology practice expenses per hour at $235.05. The PPIS measured the same value at
$135.56. Lewin sought confirming data to better understand this difference. There are
only two sources of comparison data and Lewin investigated both sources. Data from
MedAxiom (a company that regularly collects and provides financial data on cardiology
practices) identified cardiology practice expenses per hour of $246.60. Data from the
Medical Group Management Association (MGMA) identified cardiology practice
expenses of $239.54. Clearly, these comparisons confirm the accuracy of the SS data and
demonstrate that the PPIS data are inaccurate. In an effort to understand the difference
between the findings of these surveys, Lewin investigated the representativeness of the
PPIS sample in regard to practice size and concluded that:

“The benchmark data available to us suggest that the SS PE more closely approximate the

cardiology practice populations than the PPIS PE..."”
CMS ignored Lewin’s analysis and recommendations when it used the PPIS cardiology

PE data for the physician fee schedule rule published on November, 25, 2009.

The questions relating to practice expenses included in the PPIS do not meet the
requirements of generally accepted cost accounting principles and were not
constructed to ensure consistent responses. Surveys that measure costs should use
uniform definitions of the costs they seek to measure. Use of such definitions ensures the

consistency of responses in a survey of disparate respondents who may use different

7 The Lewin Group, CMS-1413-P Response to Public Comments, Part I, p.7.



accounting systems. The PPIS asks respondents to rely on tax returns for their
submissions. Although tax returns may be accurate, they do not use uniform definitions
for the costs that are reported. In other words, one cardiology practice may refer to an
expense as a clerical expense and another may treat it as a clinical expense. Although
such a difference would not affect total practice expenses, there are other differences that
would. The Internal Revenue Code allows smaller practices to use either accrual or cash
accounting principles; most use cash accounting principles. Larger practices are required
to use accrual accounting. These different methods result in differences in total practice
expenses in any one year. In addition, the PPIS asked respondents to record depreciation
on equipment as it was reported in their tax return. The Internal Revenue Code treats
depreciation as an incentive for businesses to invest and allows alternative methods to
report depreciation from which a taxpayer can select. Cost accounting principles seek to
accurately match depreciation to the period in which an asset was used. At least some of
the methods used for tax purposes do not meet the requirements of cost accounting
principles. The PPIS allows any method used for tax purposes to be used in the survey

response.

The PPIS has other opportunities for inconsistent responses to practice expense
questions. It focuses on the individual physician’s tax return with the assumption that
all practice expenses will be reported by each physician. It specifically asks for
professional car upkeep and depreciation, which would be reported differently by
individuals and corporations. It asks for total tax-deductible expenses from medical

practices without consideration that the physician practice may have non-tax deductible



expenses that are legitimate elements of cost. Most importantly, it provides little
direction to the respondent. If the respondent participated in follow-up telephone
conversations, some of these questions may have been answered, but a substantial

number of responses were submitted by fax and over the Internet without discussion.

CMS was aware of the issues relating to the use of tax-based data and lack of consistency
in responses. Specialty societies raised these questions to the AMA when they
responded to the draft PPIS survey instrument. The American College of Cardiology,
the American Urology Association and the American Academy of Dermatology asked
about the need to differentiate between acc1;ual and cash accounting. The AMA
responded by saying that they would not distinguish between these methods. ~ The
response clearly indicated a lack of understanding regarding how the different methods

would result in different calculations of practice expense.?

Other questions related to the content of the survey and the likelihood that consistent
responses would be collected were raised by the specialty societies. In all, 33 comments

were made by the societies. Twenty-three of these comments were rejected.®

The difference between practice expenses measured in the currently used

Supplemental Survey for cardiology and practice expenses measured in the PPIS is so

¥ Physician Practice Information Survey — Specialty Society Comments and AMA Response, p. 26.
® AMA, Physician Practice Information Survey — Specialty Society Comments and AMA Response,
Undated.



great that CMS should not change from using the SS to the PPIS for cardiology. As
noted, CMS5 is currentiy using the SS to establish practice expenses for cardiology. The
SS measured cardiology practice expenses per hour of $235.05 while the PPIS measured
cardiology practice expenses per hour of $135.56. This 42.3 percent difference is greater
than the percentage difference for any other specialty for which rates have been set
using supplemental surveys. The difference led CMS to question the accuracy of the
PPIS as it relates to cardiology and they instructed their contractor, The Lewin Group, to
investigate the cause of the difference. Although Lewin found that the 55 was based on
a more representative sample of cardiologists, CMS ignored Lewin’s findings and

recommendations.

CMS decided to use the PPIS despite the significant difference in findings from the S5
and despite its admission that the PPIS does not meet the standards that it set for the
acceptance of supplemental surveys. CMS established precision standards for accepting
supplemental surveys that were met by the cardiology S5 as well as other specialty
society submissions. CMS abandoned the use of precision standards for the PPIS,
claiming that they apply to single specialty surveys and not to a survey of all specialties,
such as the PPIS. This conclusion is not based on statistical principles. Both surveys are
being used to measure specialty-specific practice expenses and precision standards need
to be applied to both. The S5 not only meets CMS’ precision standards, it is based ona
sample that is seven times larger than the PPIS sample (389 responses for the 55 and 55

responses for the PPIS).



E. CONCLUSION
The cardiology Supplemental Survey is more accurate than the PPIS for measuring
cardiology practice expense. It is based on a much larger sample; CMS agreed that it
met its precision requirements; and it has been used to set rates in recent years. The
PPIS is based on a very small sample of cardiologists; its data were not collected

consistently and the sample used is not representative of U.S. cardiologists.

Even CMS’ own contractor, The Lewin Group, agreed that the sample used for the S5
was more representative of the distribution of U.S. cardiologists than the PPIS sample.
The practice expenses measured in the PPIS are not only substantially different from the
practice expenses measured in the SS, they are also substantially different from the PE
measured by the only other two sources of comparable information. Both MGMA and
MedAxiom independently measured cardiology practice expenses within 1.7 percent
and 4.7 percent of the PE measured in the SS. The PPIS measured cardiology practice

expenses at a level that is 42.3 percent lower than the value in the SS.

CMS was presented with a PPIS that had an extremely low response rate for cardiology
practice expense, serious questions about the accuracy of the data included in the survey
and comments from its own contractor that implied that the PPIS was flawed as it
related to the measurement of cardiology practice expense. CMS should have

responded as it did in 1997 when it discarded the findings from the Abt survey for



similar reasons. At that time, it turned to the best available information and used it to

set practice expenses.

There is considerable evidence that the cardiology Supplemental Survey is not only the
best available information at this time, but also has already met CMS’ requirements and

should have been used by CMS to set cardiology practice expenses.
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email: hmiller@lecg.com

BIO/SUMMARY

Henry Miller is a Managing Director in the Washington, DC office of LECG. He has
more than 35 years of experience as a healthcare consultant and researcher specializing
in strategic planning, public policy and regulatory analysis and healthcare finance. In
addition, he has provided expert testimony to the U.S. Congress, several state
legislatures, in Federal, State and local courts and in arbitration proceedings.

Dr. Miller has worked with several hospitals and health systems on a variety of strategic
and financial issues. He led a study of strategic directions for a major academic health
system in Upstate New York. He also presented educational sessions to the system’s
board. He directed strategic analyses for two key hospitals in the Johns Hopkins
Medicine health system. Dr. Miller has presented programs on hospital board
responsibilities for hospital associations in New York, New Jersey and Maryland. In
other work, he led an effort to complete the reorganization of hospital boards after
mergers for three health systems. He assisted the State of Vermont in their efforts to
restructure their hospital Certificate of Need regulations and directed key elements of
the work conducted by the Governor’s Commission for Rationalizing Healthcare in New
Jersey. In this project, he completed both financial and market analyses for all New
Jersey hospitals. He completed similar analyses in a series of projects for the New York
State Council on Health Care Financing and the State legislature. For several years, Dr.
Miller served as lead consultant for the Hospital Mortgage program operated by the
Federal Department of Housing and Urban Development. In this role, he assisted in the
review of applications for mortgage insurance and directed studies of hospitals that did
not meet their loan requirements. ‘

Dr. Miller has directed several public policy and regulatory analysis projects. He was
the economic advisor to the Alaska Departinent of Insurance in its review of the
application by Premera Blue Cross to convert to for-profit status. He assisted several
Primary Care Trusts and Strategic Health Authorities in the U.K. as they addressed
changes in National Health Service requirements. He has also directed the evaluation of



several programs for the Department of Health and Human Services, including
programs managed by the Office of Women's Health, the Health Resources and Services
Administration, the National Center for Health Statistics, the Agency for Healthcare
Research and Quality and the National Institutes of Health.

Dr. Miller has worked with more than 50 national health plans, Blue Cross and Blue
Shield plans and other regional health plans on varied aspects of their operations,
including evaluation of premium rate setting strategies, organizational structure,
community relations, provider payment systems, operating systems and strategic
planning. He assisted the board of a large Eastern Blue Cross and Blue Shield plan in its
review of operations, cost allocations and risk management. He also worked with a
large Midwestern Blue Cross and Blue Shield plan to develop a strategy to reduce
medical care costs and assess the impact of the reductions on benefit structures and
pricing decisions. Dr. Miller also worked with several plans to assess the impact of
changes in provider payment strategies on information systems, marketing and
premium rate setting.

Dr. Miller developed resource costing, a tool for the measurement of costs in healthcare
settings in a series of projects completed for the Office of the Assistant Secretary for
Planning and Evaluation of the Department of Health and Human Services. He applied
resource costing to a project for the Medicare Payment Advisory Commission
(MedPAC) in which he used the approach to assess the accuracy of Medicare Cost
Reports as a research and policy analysis tool and to another project to measure the costs
of more than 300 hospital outpatient procedures to support efforts by the Centers for
Medicare and Medicaid Services (CMS) to develop the Medicare Hospital Outpatient
Prospective Payment System (HOPPS) based on APCs.

Dr. Miller has used resource costing is several other efforts, including the measurement
of physician office costs for the American College of Radiology and the American
College of Cardiologists. More recently, he has applied resource costing to the
measurement of the cost of services associated with new technologies, including the
costs of a radiotherapy for non-Hodgkins lymphoma, the costs of implanting a new
device for the treatment of posterior uveitis and the costs associated with the use of a
cryogenic stent. He also used resource costing to develop a method to measure the cost
to implement clinical guidelines for the Agency for Healthcare Research and Quality.

Dr. Miller has worked on provider payment systems for more than thirty years. He was
a member of the Medicare oversight committee for the effort to develop the practice
expense component of the RBRVS physician fee schedule. He assisted CMS on several
projects related to the development of the Medicare Hospital Outpatient Prospective
Payment System and directed a project to assess opportunities to improve the Medicare
Inpatient Prospective Payment System (IPPS) based on DRGs. He has designed hospital



and physician payment systems for seven Medicaid programs and more than twenty-
five Blue Cross and Blue Shield plans and other health plans.
PROFESSIONAL EXPERIENCE

Public Policy and Regulatory Analysis

Dr. Miller has directed several major studies of key public policy issues for the Federal
government as well as for states and private sector clients. Examples of this work
include:

e Economic advisor to the Alaska Insurance Department on the application by
Premera Blue Cross to convert to for-profit status,

o Financial advisor to the Governor’s Commission for the Rationalization of
Healthcare in New Jersey,

o Consultant to several U.K agencies on development of responses to changes in
the National Health Service, including Yorkshire and the Humber Strategic
Health Authority, North Lincolnshire Primary Care Trust, Calderdale Primary
Care Trust and the Swansea Primary Care Trust,

- e Analysis of the Highmark Blue Cross and Blue Shield and Independence Blue
Cross proposal to merge,

o Validation of the diagnostic information used in the CMS-RCC risk adjustinent
formula used by the Medicare program to develop payment rates for Medicare
Advantage plans,

e Analysis and recommendation of innovative approaches to improve access to
primary care services for low income populations for the Greater Rochester
Health Foundation, '

o Evaluation of the Rural and Frontier Coordinating Center program of the Federal
Office of Women’'s Health,

o Evaluation of the use of case management in an experimental home health care
program funded by the Federal government,

e Evaluation of the impact of the New York State All-Payer Case-Based
Prospective Hospital Reimbursement System (NYPHRM) for the Council on
Health Care Financing and the New York State legislature,

o Evaluation of several Federal and New York State programs to provide services
to people with HIV/AIDS,

o Development and evaluation of community-based healthcare data systems,
including a data system to collect and manage data that describe health care
markets for the Agency for Healthcare Research and Quality, the Maryland
Medical Care Database for the Maryland Health Care Commission and the
database used to support hospital quality initiatives by the American Data
Network,

o Evaluation of the Healthcare Community Access Program (HCAP), a national
effort to reduce uncompensated care in over 150 communities for the Health
Resources and Services Administration,



e Evaluation of the Federal government’s Black Lung Clinics program, and

o Completion of several projects for the National Center for Health Statistics
including an assessment of the impact of using ICD-10 for diagnosis coding, an
evaluation of the uses of provider surveys including the National Hospital
Discharge Survey and the National Ambulatory Medical Care Survey and the
design of a national survey of ambulatory surgery.

Strategic Planning
Dr. Miller’s strategic planning work includes assignments completed for hospitals,
managed care companies, major employers and government agencies. These projects

include:

e Studies of alternative strategies for health care delivery for a major academic
medical center, '

e Evaluation of health benefits options for major employers including AT&T and
Verizon,

o Preparation of a strategic and operational plan for an innovative managed care
plan for the uninsured in Hillsborough County, Florida,

e Support for the preparation of the initial Vermont Health Resources Allocation
Plan for the Vermont Bureau of Insurance, Securities and Health Care
Administration,

e Support to the State of New York for the development of a Global Budgeting
program, and

o Several studies of the comparative value of health care benefit programs
provided by health plans in efforts to identify optimal arrays of benefits.

Provider Payment System Design and Evaluation

Dr. Miller played a key role in the development of the Medicare Hospital Outpatient
Prospective Payment System (HOPPS). In this work for CMS, he conducted a major
pricing study, analyzed the impact of key aspects of the APC approach and assisted in
drafting regulations. Subsequently, he conducted a study of the impact of the HOPPS
on the quality of care provided to Medicare beneficiaries for MedPAC. Dr. Miller also
designed hospital outpatient payment systems for Medicaid programs in New York,
New Jersey, North Dakota and the District of Columbia. He has developed hospital
outpatient payment approaches for Blue Cross and Blue Shield plans in New York, New
Jersey, Virginia, Georgia, Arkansas, Minnesota and California.

Dr. Miller also directed a recent assessment of opportunities to improve the Medicare
Inpatient Prospective Payment System (IPPS), based on DRGs. He has designed or
evaluated hospital inpatient payment systems for Medicaid programs in Virginia,
Pennsylvania, Iowa, New York and West Virginia. His inpatient payment system design
work for health plans includes projects conducted for Blue Cross and Blue Shield plans
in Virginja, Pennsylvania, Florida, Texas, North Dakota, Illinois, Colorado, Kansas City



and Tennessee. Dr. Miller also evaluated the method used by the Federal government to
pay children’s hospitals for their investment in medical education.

Dr. Miller recently completed a study to update the payment system used by the
Medicare program to pay Federally Qualified Health Centers (FQHCs). This work was
undertaken to address payment issues that arose because payment levels had not been
adjusted other than for inflation for more than fifteen years. Recommendations were
made to the Health Resources and Services Administration and the Centers for Medicare
and Medicaid Services.

Dr. Miller led the design of nursing home reimbursement systems for the Medicaid
programs in Virginia, Pennsylvania, Vermont and lowa. He directed a study of the
Medicare laboratory fee schedule for the National Institute of Medicine. His
reimbursement system design work for health plans includes design of systems to pay
hospitals, ambulatory surgery centers, physicians, nursing homes, home healthcare
agencies and other providers. He has also developed fee schedules used for out of
network payment for several large health plans. He has worked with more than two-
thirds of the nation’s Blue Cross and Blue Shield plans as well as national health plans
on reimbursement issues.
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Navigant Consulting, Inc., Managing Director, 2002-2008
Center for Health Policy Studies, President, 1979-2002
Miller & Byrne, Inc., President, 1975-1979

TEACHING EXPERIENCE

University of Baltimore, Associate Professor, 1980-1983

State University of New York at Binghamton, Assistant Professor, 1970-1972
University of Illinois, Instructor, 1968-1969

EDUCATION

Ph.D., (Accounting and Economics), University of Illinois, 1971
M.B.A., City College of New York, 1967

B.B.A., City College of New York, 1965

SELECTED COMMUNITY ACTIVITIES

United Cerebral Palsy of Central Maryland, Chairman, Board of Directors, 2007 - present
Glenelg Country School, Treasurer, Board of Trustees, 1991-2000

Howard County General Hospital, Chairman, Board of Trustees, 1987-1989



SELECTED PUBLICATIONS

o C.Turck, W. Marsh, J. Stevenson, J. York, H. Miller and S. Patel,
“Pharmacoeconomics of Surgical Interventions vs. Cyclooxygenase Inhibitors
for the Treatment of Patent Ductus Arteriosus,” The Journal of Pediatric
Pharmacology and Therapeutics, Vol. 12, No. 3, July-September, 2007

e H. Miller, “The Development of Outpatient Payment Systems by Managed
Care Organizations,” in N. Goldfield and W. Kelly, Qutpatient Prospective
Payment, (Gaithersburg, MD, Aspen Publishing, 1999)

» H. Miller, B. Cassidy and D. Karr, “Resource Costing for Healthcare
Services,” in N. Goldfield and W. Kelly, Qutpatient Prospective Payment,
(Gaithersburg, MD, Aspen Publishing, 1999)

» D. Karr, H. Miller and S. McCue, “the Effect of Instrument Type on the Cost
of Laparoscopic Surgery,” Surgical Endoscopy, 1996

e H. Miller and W. Kelly, “Prospective Per Case Payment in New York State:
An Analysis,” in N. Goldfield and P. Boland, Physician Profiling and Risk
Adjustment, (Gaithersburg, MD Aspen Publishing, 1996)

» B. Balicki, H. Miller, W. Kelly, “Benchmarks and Tools for Evaluating
Ambulatory Surgery: A Model for Examining Cost Competitiveness,”
Healthcare Financial Management, Spring, 1995

o W.Kelly, H. Miller, T. Parciak, “The Need for Alternatives to Capitation
Under Managed Care,” Managed Care Quarterly, Summer, 1994

» H. Miller, “Outpatient Prospective Payment Approaches for Use by
Insurers,” Journal of Ambulatory Care Management, Spring, 1993

= B. Balicki, H. Miller, W. Kelly, T. Yates, “Guidelines for Managing
Ambulatory Surgery Programs in the 1990’s, Journal of Ambulatory Care
Management, Winter, 1991

e H. Miller, et.al., “Costs of Ambulatory Care: Implications for Qutpatient
Prospective Payment Systems,” Journal of Ambulatory Care Management,
Winter, 1991 .

o W.Kelly, P. Tenan, H. Fillmore, H. Miller, “Products of Ambulatory Care
Patient Classification System,” Journal of Ambulatory Care Management,
Winter, 1990

SELECTED TESTIMONY

o Amerigroup Texas, Inc. v. Cook Children’s Health Care System, District Court of
Tarrant County, Texas,153 Judicial District, No. 153-232258-08

o University of California — Irvine and the Regents of the University of California vs.
Health Net, Inc. (Arbitration).

o Natalie M. Grider, M.D. and Kutztown Family Medicine vs. Keystone Health Plan
Central, Inc., Joseph Pfister, Highmark, Inc., John S. Brouse, Capital Blue Cross and
James M. Mead, United States District Court, Eastern District of Pennsylvania,
Civil Action No. 01-5641.



Robert Wood Johnson Hospital, Inc., et. al., v. Tommy Thompson, et. al., United States
District Court, District of New Jersey, Civil Action No. 04-142.

Cardiac Surgery Associates, P.A. vs. Midatlantic Cardiovascular Associates, P.A.,
Circuit Court for Baltimore County, MD.

Biomedical Systems Corporation vs. Mead Johnson & Company, Inc. Circuit Court of
St. Louis County, MO, 21+ Judicial Circuit, Case No. 01CC-003428

‘Meadows Holdings, L.P. vs. DVI Mortgage Funding, Inc., Superior Court of Arizona,
Maricopa county, No. CV2001-012668.

HealthAmerica Pennsylvania, Inc. et. al., Susquehanna Health System, et.al., United
States District Court, Middle District of Pennsylvania, Case No. 4:CV-00-1525.
Trigon Insurance Company vs. United States of America, Eastern District of Virginia,
Richmond Division, No. 3:00-CV-365.

Blue Cross and Blue Shield of New Jersey, Inc., et. al. vs. Philip Morris, Inc., et. al.,
Eastern District of New York, 98 Civ. 3287.
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AMA, Physician Practice Information Survey - Specialty Society Comments and AMA
Response, Undated.

AMA, Practice Expense Per Hour, 2007/2008 PPI Survey, Undated.

AMA /Specialty Society RVS Update Committee, Practice Expense Subcommittee,
Minutes, Thursday.

Bove, Albert, Letter to Charlene Frizzera, Acting Administrator, Center for Medicare
and Medicaid Services, August 28, 2009.

Fye, W. Bruce, Cardiology’s Workforce Shortage: Implications for Patient Care and
Research, American Heart Association, 2004: 109; 813-816.

Hagan, Brian, Factors Influencing the Response Rates for the Physician Practice
Information (PPI) and the Supplemental Practice Expense (SPE) Surveys.

The Lewin Group, CMS-1413-P Response to Public Comments, Part I.

Proposed Rule: Payment Policies Under the Physician Fee Schedule and Other
Revisions to Part B for Cy 2010, 42 CFR Parts 410, 411, 414, et al., Monday, July 13, 2009

Final Rule: Payment Policies Under the Physician Fee Schedule and Other Revisions to
Part B for Cy 2010, 42 CFR Parts 410, 411, 414, et al., Wednesday, November 25, 2009.

The mission of the American College of Cardiology is to advocate for guality cardiovasenlar care — through education,
resezrch promotion, development and applicarion of standards and guidelines— and to influence health care policy
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From: Medicare information for physicians [mailto:PHYSICIANS-L@LIST.NIH.GOV] On Behalf Of CMS
CMSProviderResource

Sent: Monday, December 21, 2009 11:37 AM

To: PHYSICIANS-L@LIST.NIH.GOV

Subject: Information Regarding the Holding of Claims for Services Paid Under the 2010 Medicare
Physician Fee Schedule

Importance: High

Information Regarding the Holding of Claims for Services Paid Under the 2010 Medicare
Physician Fee Schedule

To the extent possible and in consideration of possible legislative changes, the Centers for
Medicare & Medicaid Services (CMS) is working with Congress, health care providers, and the
beneficiary community to avoid disruption in the delivery of health care services and payment of
claims for physicians, non-physician practitioners, and other providers of services paid under the
Medicare physician fee schedule, beginning January 1, 2010. In this regard, CMS has instructed
its contractors to hold claims containing services paid under the Medicare Physician Fee
Schedule (MPFS) for the first 10 business days of January (January 1 through January 15) for
2010 dates of service. This should have minimum impact on provider cash flow because, under
current law, clean electronic claims are not paid any sooner than 14 calendar days (29 days for
paper claims) after the date of receipt. Meanwhile, all claims for services delivered on or before
December 31, 2009, will be processed and paid under normal procedures.

After 10 business days, contractors will begin releasing held claims into processing under the fee
schedule which implements current law. This, of course, could result in claims being processed
with the negative 21.2 percent update. If a new law is enacted which changes the negative
update effective January 1, CMS will correctly process claims under the new law and, if
necessary, CMS is prepared to automatically reprocess most of those claims which have already
been processed at the lower rate.

Under the Medicare statute, Medicare payments to physicians and other affected providers are
based upon the lesser of the actual charge or the MPFS amount. Providers who submit charges
that are greater than the negative 2010 MPFS will automatically have their claims reprocessed.
Physicians who submit charges that are equal to or less than the 2010 MPFS amount will need to
request an adjustment. Submitted charges on claims cannot be altered without a request from the
physician/provider.

To the extent possible, providers may hold claims in-house until it becomes clearer as to whether
new legislation will be enacted or until cash flow becomes problematic. This will reduce the
need for providers to reconcile two payments (i.e., the initial claim and the reprocessed claim),
and it will simplify provider billings of beneficiary coinsurance and payment calculations for
payers which are secondary to Medicare.

CMS has extended the 2010 Annual Participation Enrollment Program end date from January 31,

2010, to March 17, 2010 therefore, the enrollment period now runs from November 13, 2009,
through March 17, 2010.
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The effective date for any Participation status change during the extension, however, remains
January 1, 2010, and will be in force for the entire year.

Contractors will accept and process any Participation elections or withdrawals, made during the
extended enrollment period that are received or post-marked on or before March 17, 2010.

In addition, be on the alert for more information about other legislative provisions which may
affect you.




