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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 a  nd Other
Revisions to Part B for CY 2010 (CMS-1413-P) as published in the
Federal Register on July 13, 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.

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 Unit s

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 advocaze for quality cardiovascutar cire— through education,
research prowmotion, development and application of standards 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:

Demonstrate that the data collection process meets commonly accepted
standards of scientific rigor appropriate for the type of data being gathered
Assure that the data are accurate and precise

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 1999. 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 humber 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, in a
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 RVUSs)

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 RVUSs. 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 to

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 RVUSs.

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

- 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.
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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 1965 were based
on treating illness 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, it is 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. Itis
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
guality 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
guality 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
guality. 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,
guality organizations, and the various consensus bodies to ensure that PQRI measures
are up to date and reflect the most recent clinical evidence.



19

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
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 Pr  ogram

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 Progr  am 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
o}

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 Suppl iers Furnishing the Technical
Component (TC) of Advanced Diagnostic Imaging Servi  ces

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.
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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 Re  habilitation 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.

Outcomes 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 on in 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,

ot e

Alfred A. Bove, MD, PhD
President



