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Submitter : Wendy Wifler Date: 10/10/2006
Organization :  Accuray Incorporated
Category : Private Industry
Issue Areas/Comments
GENERAL
GENERAL

SEE ATTACHED PDF FILE . . . As a manufacturer and provider of image-guided robotic stereotactic radiosurgery (r-SRS) equipment, we appreciate the
opportunity to submit comments on 42 CFR Parts 405, 410, 411, 414, 415, and 424 [CMS-1321-P] RIN 0938-A024 Medicare Program; Revisions to Payment
Policies Under the Physician Fee Schedule for Calendar Year 2007 and Other Changes to Payment Under Part B.
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GENERAL
See Attachment
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HITACHI

Inspire the Next

Hitachi America, Ltd.
Power Systems Division
50 Prospect Avenue
Tarrytown, NY 10591

Tel: +914.524.6735 Fax: +914.332.5388
Email: yasuo.yoshinari@hal.hitachi.com

October 4, 2006

Honorable Mark B. McClellan, M.D.
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
P.0. Box 8010

Baltimore, MD 21244-8018

RE: Hospital Outpatient Prospective Payment System Calendar Year 2007 Rulemaking, Code
CMS-1506-P; and Physician Fee Schedule and Practice Expense Rulemaking, Code CMS-1512-
PN: Proton Therapy

Dear Dr. McClellan:

We are writing to you on a matter of great importance to the proton therapy community. More than 40,000
cancer patients have been treated with proton therapy in- many institutions in the United States and across
the world. Proton beam therapy, due to its recognized and desired biological effect on malignant tissue, has
the clinical advantage of being significantly more precise in delivery. Positive clinical results at these
facilities have stimmlated worldwide interest in the clinical applications of proton therapy and consequently
two additional facilities opened in the United States this calendar year.

STATEMENT OF SUPPORT FOR THE PROPOSED CALENDAR 2007 HOSPITAL
OUTPATIENT PROSPECTIVE PAYMENT RATES FOR PROTON THERAPY.

We fully support the Proposed Calendar Year 2007 (CY’07) Hospital Outpatient Prospective Payment
System (OPPS) Payment Rates for proton beam therapy, which is as follows:

APC CPT CY’07 Proposed Payment Rate | CY’06 Payment Rate
0664 77520 and 77522 $1,136.83 $947.93
0667 77523 and 77525 $1,360.10 $1,134.08

These payment rates will ensure that further development of proton therapy continues as the clinical
demand for this technology rises around the country.

As you know, the National Payment rates for proton therapy are determined based upon submitted claims _
and cost data received by CMS from centers delivering proton therapy in the United States. Rate setting is a
challenging and difficult task. We appreciate the diligence with which you have set the CY’07 proposed |
payment rates for proton therapy.







CMS-1321-P-828

Submitter : Dr. John Mulcahy

Organization:  Coalition forthe Advancement of Prosthetic Urology
Category : Association

Issue Areas/Comments

GENERAL
GENERAL

Please see the attached comment letter. Thank you for your consideration.
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The Coalition for the Advancement of Prosthetic Urology
’ 1301 K Street, N.W., Suite 1100

Washington, DC. 20005

202-414-9241

October 10, 2006
Mark B. McClellan, M.D., Ph.D.
Administrator, Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1321-P
P.O.Box 8010
Baltimore, MD 21244-8010

Delivered via http://www.cmshhs.go'v/eRulemaking/O1_0verview.asp

RE: CMS-1321-P: Medicare Program; Revisions to Payment Policies Under the Physician
Fee Schedule for CY 2007 and Other Changes to Payment, Specifically Provisions
Regarding Standard Supplies & Equipment for Procedures with a 90 day Global
Period and Resource-Based Practice Expense (PE) RVU Proposals for CY 2007

Dear Dr. McClellan:

On behalf of the Coalition for the Advancement of Prosthetic Urology (CAPU), we are pleased to
submit comments in response to Medicare Program; Revisions to Payment Policies under the

* Physician Fee Schedule for CY 2007 and other Changes to Payment under Part B. CAPU is a

national organization that includes leading clinical experts and researchers in prosthetic urology
and the nation’s leading manufacturers and developers of innovative prosthetic urology devices.
As the leading representative of the prosthetic urology community, CAPU’s mission is to ensure
that the issues affecting this community are given appropriate consideration in the formation of
federal health care and reimbursement policy.

Over the past few years, CAPU has been concerned regarding the Relative Value Units (RVUs)
assigned to prosthetic urology procedures. We are encouraged by CMS’ actions regarding some
of the elements of the proposed practice expense methodology; however, there is still more that
can be done to ensure future access for Medicare beneficiaries to prosthetic urology procedures.
Therefore, as explained in greater detail below, CAPU has the following recommendations:

L Summary

o  Standard Supplies and Equipment for CPT Codes with 90 day Global Periods:

o  Many of the prosthetic urology procedures have been negatively impacted by the use of
standard packages for various practice expense inputs, partly because of the assertion
by CMS that most 90 day global period codes only contain three post-operative (post-
op) visits. This is not the case with prosthetic urology procedures where the average
number of post-op visits is five. Thus we recommend that CMS re-evaluate the number
of post-op visits packaged into each 90 day global period code.
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o  We appreciate
CMS soliciting
comments
regarding
standard
packages of
supplies and
equipment for
post-operative
visits
associated with
a 90 day global
period
procedure.
With regard to
standard
supply inputs,
CAPU would
recommend to
CMS that for
each post-op
visit standard
supplies should
include the
following:
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Two sets of gloves

Exam table paper

Drape, non-sterile sheet

Additional items recommended by the RUC/PERC.

o With regard to standard equipment inputs, CAPU would recommend to CMS that for each post-op visits that
standard equipment should include the following:

» Exam Table
*  Exam Light
»  Additional equipment recommended by the RUC/PERC.

Proposed Changes to Practice Expense Methodology:

o CAPU strongly supports switching to a bottom-up methodology for calculating PE RVUs and believes that it
meets CMS’s stated goals of using the most appropriate data, simplifying the practice expense methodology and
increasing the stability of the practice expense payments.

o In general, CAPU is concemed that compared to last year’s “bottom-up” methodology for calculating PE RVUs,
this year’s method proposes to use budget neutrality adjustors in three separate steps. Physicians cannot continue
to absorb these under-valuations, especially as they face 37% in Medicare payment cuts over the next nine years,

as projected by the Medicare Trustees. There are steps that the CMS and the Administration could take, even
without legislative action, to improve this dire financial picture. CAPU urges CMS to investigate these steps.

o CAPU appreciates CMS using the American Urological Association’s supplemental survey data as part of the
process of creating a more accurate, intuitive and stable Practice Expense (PE) methodology.

Detailed Discussion
A. Provisions - Standard Supplies and Equipment for CPT Codes with 90 Day Global Periods

1. Number of Post-Operative Visits Packaged in Codes with 90 Day Global Periods

The results of the CAPU Survey of Post-Operative Office Visits and Clinical Staff Time demonstrate that the number
of post-operative visits in the Centers for Medicare and Medicaid Services (CMS) Practice Expense (PE) Inputs
Database are not representative of a typical prosthetic urology practice.

In general, the total number of visits in the CMS PE database for prosthetic urology procedures is three (3). The
results of the CAPU survey demonstrate an average of four (4) to five (5) and, in some cases, six (6) post-operative
visits depending on the CPT code.

Created Pre- 1990 - Prosthetic Urology CPT Codes 53445, 53447, & 54405:
The CAPU survey results for three CPT codes (53445, 53447, & 54405) created before 1990 reflect that the use of the

90-day global period standardized package of three (3) post-operative visits for most surgical CPT codes as the PE
input is not representative of actual prosthetic urology practice.
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In conjunction with the 2003 PEAC review, the PEAC recommended a standardized package of three (3) post-
operative visits for “all” surgical procedures with a 90-day global period. However, the results of this survey show
that three (3) post-operative visits is not representative of actual prosthetic urology practice.

The CAPU survey results demonstrate that for all three of these CPT codes the mean number of post-operative visits
is five (5§). The median is also at least five (5) visits, with one exception. For CPT code 53445, the median is six (6)
office visits.

Created in 2002 - Prosthetic Urology CPT Codes 53444, 54410, 54411, 54416, & 54417:

While the differences between the CAPU aggregate results for this group of CPT codes and the clinical staff inputs in
the CMS PE database are not as wide as the group of CPT codes discussed above, the survey results of prosthetic
urology codes created in 2002 also confirm that using standard packages for 90 global period codes is not
representative of typical prosthetic urology practice.

The CAPU survey results for the CPT codes in this group, with the exception of CPT code 54417, demonstrate that

mean and median number of post-operative visits in a typical practice is four (4) - five (5). This is one -two visits
more than the standard of 3 post- operative visits for a 90-day global CPT code.

2. Standard Supplies and Equipment for 90 day Global Period Codes:

A review of the CPEP data used to calculate the proposed 2007 PE RV Us for PU codes revealed that most of the CPT
codes have an office visit package and a post-surgical incision care kit assigned to them. However, the number of visit
packages and the number of incision care kits in the CPEP data base is three versus the typical number of post-
operative visits which is five. CMS needs to update the number of packages and kits based on the results of the CAPU
survey, stated above.

Also, CMS needs to include as “standard” supplies that are used to prevent any risk of infection or for patient
comfort, such as gloves for the physician and clinical staff, exam table paper, gowns, and drapes.

With regard to equipment, all of these CPT codes were assigned an exam table under the CPEP data for equipment.
This is appropriate; however, we would also recommend that an exam light be included as this is standard equipment
in an exam room and can be used to illuminate the wound site for greater inspection by the physician.

B. Practice Expense (PE)

1. Bottom-Up Methodology

CAPU strongly supports switching to a bottom-up methodology for calculating PE RVUs and
believes that it meets CMS’s stated goals of using the most appropriate data, simplifying the practice
expense methodology and increasing the stability of the practice expense payments. CAPU is
pleased that CMS is seeking ways to provide more stability to the practice expense RVUs now that
the AMA and the specialty societies have completed refinement of the original CPEP-collected data.
For calculating the direct cost portion of PE RVUs, relying on the direct cost inputs (clinical labor,
supplies and equipment) for urology procedures, as refined by the AUA, is an improvement over the
previous methodology, which scaled direct cost inputs to a pool of money that was developed based
on AMA SMS survey data. The scaling factors in the previous methodology led to inaccurate
distribution of PE RVUs among urology’s codes, and CAPU strongly supports the change in
methodology that does away with the need for scaling factors.
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2. Budget Neutrality

In the newly-proposed PE methodology discussed in the proposal, CMS applies a budget neutrality
adjustment three times ~ to the direct inputs, to the indirect allocators and also as a final step. It is
unclear why CMS does not apply budget neutrality just once as a final step in the methodology, and we
seek clarification on the impacts of applying three separate budget neutrality adjustments in the new
methodology. We are concemed that physicians are being forced to “pay” CMS a 30% discount on all
of their direct costs because those direct costs are being subjected to a greater than 30% budget
neutrality adjustment.

3. Use of Supplemental Survey Data

CAPU applauds CMS for proposing to use the urology supplemental survey data that AUA submitted
originally for use in calculating PE RVUs for the 2006 fee schedule. We were disappointed that
although CMS accepted AUA’s data last year based on Lewin’s recommendation that the data met all
of the necessary criteria; an error in the proposed rule’s list of 2006 PE RVUs caused CMS to
withdraw its proposal to actually use the data in calculating the PE RVUs for 2006. Nevertheless,
CAPU strongly support the use of AUA’s supplemental data in 2007 and beyond (until a new multi-
specialty survey is conducted) for calculating the indirect portion of urology PE RVUs.

kK

As always, we look forward to working with CMS to address these important issues. If CAPU can provide CMS with
additional information, please do not hesitate to contact Jill Rathbun, at 703-486-4200 or Gail Daubert at
202.414.9241.

Sincerely,

okn I /‘/a/aaly, M)

John J. Mulcahy, M.D.,Ph.D.,FA.CS.
Chair

cc: Dr. Jim Regan, Chairman of Health Policy Council, AUA
Robin Hudson, AUA '
CAPU Board Members (via email only)
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October 10, 2006

Leslie V. Norwalk, Esquire

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS 1321-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-8018

Dear Ms. Norwalk:

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

The ACC is pleased to offer comments on the notice of proposed rulemaking
entitled Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2007 and Other Changes to
Payment Under Part B (CMS 1321-P) published in the Federal Register on
August 22, 2006. Our goal in reviewing proposed Medicare policy changes is
to assure access to quality cardiovascular care for Medicare beneficiaries. The
College believes that rational, fair physician payment policies are a critical
component of adequate access to care. We offer the following comments in
support of that goal.

DRA Proposals

Section 5102 Multiple imaging procedures

The ACC supports CMS’s proposal to maintain the payment reduction for the
technical component of certain multiple imaging procedures at 25 percent for
the second and any subsequent procedures instead of the previously proposed
50 percent. As we noted in comments submitted previously, we recognize that
physician practices may achieve some savings in practice expenses when
multiple imaging procedures are performed on contiguous body parts during

The mission of rhe Ammcan College of Cmdwlvgpr is vo wdvacate for quality cardiovscalar care ~ dirough education,
research pr dovelopment and application of sindards and guidelines — and w influence health care policy
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the same patient care session. However, the ACC disagreed that the data on direct
practice expense inputs supported a reduction of 50 percent. We are pleased that CMS
has responded favorably.

As aresult of the savings from the multiple imaging procedure payment reduction, CMS
increased the 2006 practice expense RVUs by 0.3 percent. The proposed rule notes that
this increase will be removed from the 2007 practice expense RVUs to comply with the
Deficit Reduction Act (DRA) requirement that the multiple imaging procedure payment
reduction be exempted from the budget neutrality requirement. The ACC understands
that CMS is merely complying with the statute in making this change. We must note,
however, our strong objection to singling out one type of physician service to achieve
savings in overall Medicare physician payments.

Section 5102 Limit on payment for technical component of imaging procedures

The ACC strongly opposes the DRA provision limiting payment for the technical
component of imaging services to the lesser of the payment amount under the Medicare
physician fee schedule or the payment amount under the hospital outpatient prospective
payment system (OPPS). We object to the process through which it was enacted without
full discussion and public debate, to the precedent it sets of targeting imaging services to
achieve savings in physician payment, and to the invalid comparison it makes between
two fundamentally different payment systems. We recognize, nevertheless, that CMS
must implement the statutory requirement. ACC’s comments on several aspects CMS’s
proposal for implementing this DRA provision follow.

Definition of imaging services

For purposes of defining imaging services subject to the technical component payment
cap of the lesser of the OPPS APC rate or technical component Physician Fee Schedule
reimbursement rate by the DRA, CMS proposes to define imaging as “services
provid[ing] visual information regarding areas of the body that are not normally visible,
thereby assisting in the diagnosis or treatment of illness or injury.” We believe this
proposed definition is overly broad and, theoretically, could even apply to open surgical
techniques. We recommend the following definition of imaging for purposes of
implementing the DRA:

Medical Imaging uses noninvasive techniques to view all parts of the body and thereby
diagnose an array of medical conditions. These techniques include the use of ionizing
radiation (x-rays and CT scans), Magnetic Resonance Imaging, ultrasound and scans
obtained after the injection of radio nucleotides (bone scans, PET imaging etc).

Another type of distinctly different "imaging" is the use of real-time, imaging guidance to
guide minimally invasive diagnostic therapeutic procedural interventions such as
percutaneous angioplasty, hepatic embolization, or cardiac catheterization. In these types
of procedures, imaging is essential in that it is used to guide the placement of catheters,
balloons, stents, and other medical devices. Such imaging would never be provided in the
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absence of minimally invasive diagnostic procedures and interventions; and without this
type of imaging only open surgical procedures would be possible.

The ACC does not believe that this type of real-time, imaging guidance was the intended
focus of the DRA imaging reimbursement cap. These imaging guidance services are
differentiated within CPT by the inclusion of the nomenclature "radiological supervision
and interpretation” or "imaging supervision and interpretation” within the code
descriptors. We believe that these services should not be subject to the DRA
reimbursement cap.

Services included in Addendum F

The preamble to the proposed rule states “We excluded all HCPCS codes for imaging
services that are not separately paid under the OPPS since there would be no
corresponding OPPS payment to serve as a TC cap.” However, Addendum F includes
93555 and 93556 (Imaging, cardiac catheterization). Under OPPS imaging guidance is
bundled into the payment for cardiac catheterization, so there is no separate OPPS
payment corresponding to either 93555 or 93556. We believe CMS included these two
codes in error and we urge that they be removed from Addendum F.

The ACC also recommends that CMS exclude Category III CPT codes from the list of
procedures subject to the DRA cap on payments for the technical component of imaging
services. By definition, Category III codes describe emerging technology. Thus, no
RVUs have been assigned to reflect costs in the physician office setting and OPPS
payment rates do not reflect the costs of providing these procedures in the hospital
outpatient setting. Therefore, the ACC believes it is inappropriate to apply the DRA
payment limitation to emerging technology services currently identified by Category III
CPT codes.

Services subject to both the DRA cap and the multiple grocédure payment reduction

The ACC supports CMS’s decision to apply the multiple procedure payment reduction
first for those services subject to both the cap on the technical component payment and
the multiple imaging procedure payment reduction.

Resource Based Practice Expense RVU Proposals for 2007

The ACC’s comments on the June 29, 2006 proposed rule included a discussion of our
concerns about the significant decreases in practice expense RVUs proposed for cardiac
catheterization services performed in the non-facility setting (CPT 93510 - 93533). As we
noted, we believe that the magnitude of the proposed cuts for these services reflects, in
large measure, weaknesses in data used for establishing both the direct and indirect cost
portions of the RVUs.

In the August proposed rule, CMS proposed carrier pricing for these codes. We agree that
the data problems affecting these codes are so significant that even the proposed first year
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transition values are probably inappropriate and could adversely affect patient access. We
believe, though, that carrier pricing is not the most appropriate strategy for establishing
2007 values. It is our understanding that other commenters will be submitting to CMS
data on direct expenses. The ACC has not yet reviewed these data. We plan to work
closely with all affected stakeholders to review existing data, gather any additional data
needed, and request prompt review by the PERC. Until the ACC and the PERC can
complete this review, we recommend that CMS use the 2006 non-facility RVUs for CPT
93510 - 93533 as interim values for 2007.

Cardiac monitoring

The ACC remains concerned that the significantly reduced practice expense RVUs
proposed for remote cardiac monitoring services could threaten patient access to these
important services. We are pleased that CMS has requested additional practice expense
data for these procedures. We note that CPT 93236 (24 hour electrocardiographic
monitoring) should be added to the list. The ACC concurs with CMS’s assessment that
remote cardiac monitoring services do not fit the typical physician service model for
purposes of developing direct practice expense inputs. Consequently, the current direct
practice expense inputs do not capture all practice expenses required to provide remote
cardiac monitoring services. We look forward to working with CMS and remote cardiac
monitoring services providers to gather and review the necessary data.

Supply and equipment information

Tables 1 and 2 in the preamble to the proposed rule identified several supply and
equipment items for which CMS needs of current price information. Following is ACC’s
response to this request.

Table 1 Supply items needing specialty input for pricing

Code Description New price Source
SK 105 | Blood pressure recording form NA
This item can be deleted. The ambulatory blood pressure monitoring system for which we
are providing new price information generates the form, so separate pricing is not

necessary.
SD 140 | Pressure bag $95.00 per S unit | McKesson
box
SD 213 | Tubing, sterile, non-vented (fluid $47.46 per 50 unit | McKesson
administration) box

Table 2 Equipment items needing specialty input for pricing

Code Description New price Source
EQ 269 | Ambulatory blood pressure monitor $1920 Tiba Medical
EQ 008 | ECG signal averaging system $17,900 GE

System includes ECG cart ($12,500), software for late potential QRS ($3,200), and
software for P-wave measurement which is less common ($2,200).
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We have forwarded this information, along with documentation of the prices to the
responsible CMS staff.

PLI RVUs

Currently, CMS assigns professional liability insurance (PLI) RVUs to the professional
and technical components of codes by allocating the PLI RVUs for the global code on the
basis of the division of practice expense RVUs between the two components. The ACC
believes that in the case of imaging services, this approach results in PLI RVUs that do
not accurately reflect the relative professional liability costs associated with the
professional and technical components. Although the technical performance of an
imaging service does entail some professional liability risk, the liability risk associated
with the physician interpretation of the imaging service is much greater. We urge CMS to
develop a more accurate method for distributing the PLI RVUS between professional and
technical components. Development of such a method may not be accomplished quickly.
In the short term, therefore, we recommend that CMS reverse the current assignment of
PLI RVUs between technical and professional components.

Proposed Changes to Reassignment and Physician Self-Referral Rules Relating to
Diagnostic Tests

The ACC has strongly and consistently supported efforts to eliminate or severely reduce
opportunities for fraud and abuse in the Medicare program. The proposed rule revisions
to the physician self-referral rules appear to target apparent abuses within pathology
services. The ACC, therefore, recommends that CMS strictly limit the application of
these changes—if adopted—to the field of pathology at the present time.

We believe this is the most appropriate course of action for CMS to pursue at this time, as
it is our understanding that the medical societies representing pathologists initiated the
development of these proposed rule changes with the agency out of concern for the
specific practices emerging in that field (i.e. “pod-labs.”). Further, we also understand
that the proposed revisions are the product of a collaborative effort between CMS and
those pathologist groups, and that the revisions generally meet with the pathology
groups’ approval. The ACC commends CMS for taking this collaborative approach to
rulemaking.

As noted by the preamble itself, CMS is seeking comments on whether the proposed
changes should apply strictly to pathology services, or if they should also extend to
diagnostic imaging and other services beyond pathology (71 Fed. Reg. 49056; August 22,
2006).At the present time, we believe that the impact of these proposed regulations on
diagnostic imaging and other non-pathology services cannot be accurately studied within
the relatively short timeframe afforded by the comment period for the proposed 2007
Medicare Physician Fee Schedule. Among possible ACC concerns requiring additional
study:
® The proposed conditions of permissible billing for technical and/or professional
components (TC/PC, respectively) of testing services may significantly interfere
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with physician group practices’ flexibility in legitimately contracting with
independent physicians, thereby potentially increasing costs to the Medicare
program; and

* The proposed changes to the reassignment rules, along with the modifications to
the “centralized building” requirements may also significantly impede the
incorporation of certain diagnostic imaging services into (non-radiology)
physician group practice settings—potentially closing opportunities to reduce
costs and inefficiencies in the delivery of these critical services to Medicare
beneficiaries.

To ensure that such rules with potentially wide-ranging and disruptive effects on the
quality of care are adequately studied prior to adoption, the ACC reiterates its strong
recommendation that CMS limit the application of these proposed revisions strictly to
pathology services (e.g. pod-labs, etc.), and that the agency engage with the ACC and
other stakeholder groups to study and develop solutions to potential fraud and abuse
concerns in other areas of care. The ACC remains eager to work with CMS on such an
endeavor.

Independent Diagnostic Testing Facility (ID Issues

With regard to the application of the proposed standards to IDTFs, the ACC recommends
that CMS carefully evaluate whether, as currently written, they should apply uniformly to
the diverse array of services provided by these entities. We also encourage CMS to
consider accreditation status as an alternative mechanism for compliance with the
proposed standards. Specifically, we suggest that entities that have been accredited by a
nationally recognized accreditation body, such as the Intersocietal Accreditation
Commission, could be deemed to be in compliance with Medicare’s IDTF standards. In
the alternative, the ACC urges CMS to work with IDTFs and other stakeholders to ensure
that the proposed standards properly target questionable practices while not impeding the
provision of legitimate and beneficial services for Medicare beneficiaries.

Promoting Effective Use of Health Information Technology (HIT)

The ACC strongly supports the incorporation of health information technology (HIT) into
the practice of medicine and throughout the health care industry in general, out of
recognition for both the potentially significant improvements to the quality of care
provided to patients and the administrative cost savings involved.

We agree with CMS’ conclusion that the selection and promotion of voluntary data and
systems standards is key to achieving effective HIT implementation among providers and
payers. It is critical to the success of HIT implementation that the process for developing
standards must include thorough consideration by HHS/CMS of the input from all
stakeholders.
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For these reasons, the ACC recommends that CMS continue to collaborate with all
stakeholders in the process of developing HIT standards and implementation timeframes,
only establishing and promoting such standards after carefully considering such input.

Health Care Information Transparency Initiative

The ACC shares with CMS concerns regarding rapidly escalating health care costs and
expenditures, and recognizes the need to implement reforms aimed at introducing cost
efficiencies while also improving the quality of care provided. While “transparency” of
costs and prices may indeed have an important role to play in helping to curb the growth
of health care costs, we have concerns regarding possible misrepresentations or
misinterpretations of such data, particularly in the latter example by patients. To ensure
complete and accurate data is assembled for these consumer resources, we urge CMS not
to rely exclusively on claims data, and instead incorporate information from a variety of
sources.

Thank you for the opportunity to comment upon this proposed rule. The ACC appreciates
CMS’ continued willingness to work cooperatively with the physician community to
strengthen the Medicare program and improve care for Medicare beneficiaries. Please
feel free to contact Rebecca Kelly, ACC’s Director of Regulatory Affairs at 202-375-
6398 or rkelly@acc.org with any questions.

Sincerely,

S Yore s

Steven E. Nissen, MD, FACC
President
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Submitter : Dr. STEPHEN DAUGHERTY Date: 10/10/2006
Organization : VEINCARE CENTERS OF TENNESSEE
Category : Physician
Issue Areas/Comments
GENERAL
GENERAL

I wish to provide comment regarding CMS-1321-P regarding proposed revision to payment to physicians under the physician fee schedule for 2007 and 2008 for
CPT 36478 and 36479 for endovenous LASER ablation of veins. The proposed physician fee schedule for non-facility services would reduce the RVU for 36478
substantially from the reduction we already suffered in 2006.

The RVUs drop from 46.91 in 2006 to 43.53 in 2007 and to 40.84 in 2008. Additonally, we are projected for a 5.1% across the board reduction in physician
payments beginning January 1, 2007 which compounds the reduction to us.

My two surgeon group performs a substantial number of services for Medicare patients who have serious symptomatic vein disease. We have viewed our serices to
Medicare and Tricare pateints (for whom we receive Medicare levels of payment) as a community service since many of these procedures do not reimburse adeguately
for the time and resources necessary to provide the services.

Our estimated cost of disposable supplies and drugs for CPT 36478 is $389.76. Additionally, we must provide a large treatment room; an ultrasound machine
(generally costing $40,000 to $200,000); a registered nurse to set up for the procedure, to assist with the procedure, and to manage the patient afterward with
instructions and evaluation prior to discharge home. 1 estimate that we have three to four hours of staff time (mostly RN time) invested in each Medicare patient
who undergoes the procedure.

1 remain concerned that endovenous LASER ablation, CPT 36478, is valued at less that radiofrequency ablation, CPT 36475. The LASER costs typically range
from $35,000 to $40,000 and the radiofrequency generator typically costs, I am told, $20,000 to $25,000. I realize that the disposable costs for the radiofrequency
procedure are higher than the LASER ablation costs, but the higher cost for capital equipment suggests to me that there should be little difference in reimbursement
between the two procedures.

If the proposed reductions in payment for CPT 36478 are enacted as proposed, our vein center will begin restricting the volume of Medicare and Tricare patients that
we see for venous problems. This is a simple matter of economics for us. We are aware that many vein centers around the country do not participate with Medicare
because of the poor payment issues already. We must be able to collect enough payment to cover our supply, staff, and equipment costs and to provide a modest
income for the physician if we are to provide these services to any substantial number of Medicare patients.

We already lose money on the reimbursements fo venous ultrasound studies to work up the patients. Our Registered Vascular Technologist costs us more than
$70,000/year for salary and benefits and must spend about two hours to perform a detailed venous ultrasound study of both legs, CPT 93970, with a $200,000
ultrasound unit.

Please reconsider your proposal and look more closely at the real costs of providing these services. Thank you.
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Submitter : Dr. Darrell Kirch
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GENERAL
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Administrator President

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1321-P

P.O.Box 8014

Baltimore, MD 21244-8014

Dear Administrator McClellan;

The Association of American Medical Colleges (AAMC) appreciates the opportunity to provide
comments regarding the Centers for Medicare and Medicaid Services’ (CMS) proposed rule on
the Revisions to Payment Policies Under the Physician Fee Schedule for Calendar Year 2007
and Other Changes to Payment Under Part B, 71 Fed. Reg. 48,982 (August 22,2006). The
AAMC represents 125 U. S. allopathic medical schools employing approximately 90,000 clinical
faculty, approximately 400 major teaching hospitals and health systems, 96 academic societies -
and residents and students.

CY 2007 PHYSICIAN PAYMENT RATES

CMS estimates in the proposed rule that CY 20007 Medicare payment rates for physicians and
other health care practitioners will be cut by 5.1%. The AAMC is grateful for the interventions
implemented by Congress and the Administration for each of the last four years that have averted
steep cuts to the Medicare physician payment rates. Along with other physician organizations,
AAMUC is hopeful that CMS and Congress can intervene once again and address the CY 2007 cut
resulting from the flawed Sustainable Growth Rate (SGR) formula and ensure that physician
payment updates for 2007 and subsequent years accurately reflect increases in medical practice
COsts.

As a result of the SGR, physicians can expect drastic Medicare payment cuts totaling almost
40% over the next nine years, a time during which physician practice costs are expected to
increase by approximately 20%. CMS noted the inadequacy of Medicare physician payments in
a proposed rule released earlier this year, the “Five-Year Review of Relative Value Units under
the Physician Fee Schedule and Proposed Changes to the Practice Expense Methodology.” Data
in that proposed rule indicate that current Medicare payments cover only about two-thirds of the
labor, supply and equipment costs of each service.

According to surveys by the American Medical Association (AMA) and Medical Group
Management Association (MGMA), 45% of physicians and 40 % of group practices will limit the
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number of new Medicare patients they accept when the first cut of at least 5% goes into effect
January 1, 2007.

Some group practices, and certainly academic faculty practice plans, are comprised of a variety
of specialists and subspecialists. Many of these clinical disciplines provide services that are
critical to geriatric patients. This reality, combined with the missions of academic medical
centers, has resulted in an ongoing willingness of academic medical canters to accept and treat
patients that need specialized care not otherwise available in the community and/or patients that
are not accepted by community providers, such as the indigent, underinsured/uninsured and
dually eligible Medicare-Medicaid beneficiaries. If community providers decrease the number of
new Medicare patients accepted, the patients are likely to turn to, or be referred to, group
practices and academic medical centers that continue to accept Medicare patients. This potential
decline in the number of providers available to Medicare patients is likely to result in access
problems for patients, as providers continuing to treat Medicare patients reach capacity.

OTHER POLICIES IMPACTING PHYSICIAN PAYMENTS

In addition to the 2007 physician payment cuts resulting from the annual calculation of the SGR
system, Medicare physician payment policy changes recently announced by CMS also will take
effect on January 1,2007. These changes relate to:

e changes in both the physician work and practice expense relative values under CMS’
recently-proposed five-year review rule

e payment cuts in imaging services furnished in physicians’ offices, as mandated by the
Deficit Reduction Act of 2005 (DRA).

e expiration of the Medicare Prescription Drug, Improvement, and Modernization Act of
2003 (MMA) provision that set a floor on geographic practice cost adjusters for the work
component of Medicare’s physician fee schedule

These policy changes will have a significant impact on a large number of physicians who could
experience combined pay cuts of 10% or more for many physicians’ services. Analyses
conducted recently by the AMA indicate that if the SGR cut is allowed to take effect in 2007,
13% of physicians will face cuts exceeding 10%, and 32 % will see cuts of 6% to 10%. Thus,
almost half of physicians will face cuts in addition to the 5.1 % across-the-board cut that is
scheduled for January 1, 2007.

Recent AAMC analyses of CMS-1512-PN, Five-Year Review of Work Relative Value Units
Under the Physician Fee Schedule and Proposed Changes to the Practice Expense Methodology
indicate that academic clinical faculty will face a greater impact from the proposed changes than
will the general physician population. AAMC has also found his trend in prior analyses of the
impact of the annual fee schedule changes.
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CMS estimates the impact of CMS-1512-PN Five Year Review to vary across specialties,
ranging from an 8 % decrease (nurse anesthetist) to an 8% increase (infectious disease). Other
specialties that are expected to receive at least a 5% increase due to the WRVU proposal are
emergency medicine (7 %), endocrinology (6 %), family practice (5%), and pulmonary disease
(5%). Similarly, specialties whose payments are estimated to decrease by at least 5% include
anesthesiology, nuclear medicine, pathology, and physical/occupational therapy.

The AAMC analysis of Medicare services provided by 66 faculty practice plans associated with
U.S. medical schools indicates an even wider impact for specialties at academic health centers.
Results of the analysis indicate the range to be from negative 15.7% (nuclear medicine) to
positive 12.7% (family medicine without obstetrics).

ADMINISTRATIVE ACTIONS TO IMPROVE PAYMENTS

AAMC urges CMS to administratively address issues related to payments to physicians and
other providers that will assist with diminishing the negative impact on physicians. Specific
areas include: -

e CMS Should Remove Drugs Retroactively from the SGR

Drug expenditures continue to grow rapidly. The majority of all physician-administered drugs
are used to treat cancer patients, however, other factors — such as a rise in the number of
patients with compromised immune systems and the number of drug-resistant infections in the
U.S. — also have contributed to the rapid growth of drug expenditures. This growth has
outpaced the growth of physician services that the SGR was intended to include, and Medicare
actuaries predict that drug spending growth will continue to significantly outpace spending on
physicians’ services for years to come. This unbalanced growth lowers the SGR target for actual
physicians’ services and significantly increases the likelihood that Medicare spending on
“physicians’ services” will exceed the SGR target.

¢ Program Related Increases in Spending on Physicians’ Services should be Accurately
Reflected in the SGR Target

Greater use of physician services results from legislative actions and various regulatory
decisions. These initiatives benefit patients and, in theory, their impact on physician spending is
recognized in the SGR target. In practice, however, many initiatives have either been ignored or
undercounted in the calculation of SGR targets. Since the SGR is a cumulative system, omitted
or erroneous estimates compound each year and create further deficits in Medicare spending on
physicians’ services.

CMS has not provided details of how its estimates of new or expanded physicians’ services are
calculated, and certain questions remain. CMS reportedly does consider multiple year impacts

and the cost of related services; however, the agency has not provided itemized descriptions of
how the agency determines estimated costs. AAMC requests that CMS provide these itemized
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descriptions, and accurately reflect in the SGR increased spending due to all government
initiatives for purposes of the 2007 physician fee schedule rule.

e Rebasing the Medicare Economic Index (MEI)

In establishing the MEI each year, CMS adjusts the MEI downward to account for physician
productivity. The productivity adjustment to the MEI for 2007 is 1.3%. The AMA believes that
a 1.3% productivity adjustment for physicians’ services is too high. It is nearly impossible for
physicians to increase their productivity in treating patients in light of various new Medicare
initiatives, such as the new welcome to Medicare benefits and comprehensive Medicare Part D
drug benefit, each of which impose numerous time and paperwork burdens on physicians. This
would tend to slow productivity, not increase it. Also, CMS assumes and calculates increased
productivity levels for physicians while other providers do not have assumed or automatic
productivity adjustments.

Additionally, AAMC encourages CMS to examine and address the broader problem that the MEI
only measures changes in specific types of practice costs that existed in 1973. Inputs to the MEI
are vastly different now than when the MEI was first developed in the early 1970s, and thus
additional inputs may be needed to ensure that the current MEI adequately measures the costs of
practicing medicine. For example, physicians must comply with an array of government-
imposed regulatory requirements that did not exist in 1973, including those relating to the
Medicare Part D drug benefit, fraud and abuse, billing errors, quality monitoring and
improvement, and patient safety. Further, some physicians, including many academic medical
centers, are implementing electronic systems to improve patient safety and care and population
management strategies. These systems are costly unto themselves and require additional
resources for technological implementation and human resource training, as well as ongoing
maintenance.

AAMC appreciates the opportunity to provide input on these matters and looks forward to
opportunities to work with CMS on these issues.

Sincerely,
Darrell G. Kirch, M.D.

cc: Robert Dickler, Senior Vice President
Denise Dodero, Associate Vice President
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Organization :  New England Mammography
Category : Health Care Professional or Association

Issue Areas/Comments
GENERAL
GENERAL
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS--1321--P

P.O.Box 8015

Baltimore, MD 21244--8015

Re: CMS--1321--P.
To Whom It May Concern:

I appreciate the opportunity to comment on the Proposed Notice published by CMS in the
Federal Register of August 22,2006, which describes proposed changes to the practice expense
relative value units used to establish payment for services to Medicare patients under the
Physician Fee Schedule. I am concerned about the projected 39 % reduction of the Medicare
payments for Computer Aided Detection (CAD) when used with mammography (CPT 76082
and 76083) by the year 2010.

CAD systems for mammography are important diagnostic tools which can increase breast cancer
detection rates, especially in the early stages. The use of CAD requires the purchase and
maintenance of medical equipment which is operated by our certified mammography
technologist. The process of digitizing images for CAD is time and labor-intensive. There is no
rationale to reduce in the valuable service by 39% because of modification in payment
calculations. Iam deeply concerned that the combined a fact of all the proposed changes in
reimbursement, along with an anticipated reduction of the conversion factor of 5.1%, may make
it economically impossible for New England at mammography to continue providing
mammography with CAD analysis to our Medicare patients.

Please seriously consider withdrawing the proposed reduction, or at a minimum delay the
implementation of this new practice expense methodology, especially in light of the other
payment reductions planned for other imaging procedures.

Thank you for your serious consideration.

W. Scott Erickson, MBA

Garrison Women's Health Center
770 Central Avenue

Dover, NH 03820
wserickson@GWHC .com
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Submitter : Dr. David Collins Date: 10/10/2006
Organization:  The Collins Vein Center
Category : Physician
Issue Areas/Comments
Background
Background

Do to my practice being soley a Vein Center the lowering of the reimbursement for RF Vein Ablation would greatly have a negative impact on my practice. We do
this procedure in our office which make the costs of the procedure higher to us. The cost of the catheter along with the other disposables is very high. This will
impact as well negatively on the Medicare populations access to quality health care. The reduction in reimbursement rates will ultimately limit access to physicians
who perform these treatments.

GENERAL

GENERAL

1 am responding to the CMS proposal of 08/08/2006 regarding the proposed changes in the physician fee schedule for CPT 36475 and CPT 36476 Radiofrequency
Ablation. have reviewed the proposed 2007 RVUs and have issues of concern. The levels have consistently been reduced while practice expenses consistently rise.
There is already as you know a 5.1% cut in reimbursement accross the board. Additionally there are proposed cuts for non-invasive vascular imaging. All of these
cuts will cripple the ability of physicians to perform this procedure. 1 would request that the fully implemented, non-facility expense RVU remain at the 2006 rate
for 36475 and 36476.

1 would be happy to discuss this further with members of your committee.

Respectfully submitted,
David Collins, MD, FACS, FACC

Pikeville, KY 41502
khli@tiusa.net

Impact

Impact
See General Comment below.

Provisions of the Proposed Rule

Provisions of the Proposed Rule

See General Comment below
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Submitter : Dr. Pamela Roberts Date: 10/10/2006
Organization :  Dr. Pamela Roberts
Category : Other Health Care Provider
Issue Areas/Comments
Background
Background
Impact

Making these revisions as proposed will impact negatively on the Medicare populations access to quality health care. The reduction in reimbursement rates will
ultimately limit access to physicians who perform these treatments.

GENERAL

GENERAL

Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule for Calendar Year 2007 and other Changes to Payment Under Part B
Proposal dated August 8, 2006

1 am responding to the CMS proposal of 8/8/06 regarding the proposed changes in the physician fee schedule for CPT 36478 and CPT 36479 Endovenous Laser
Ablation.

I have reviewed the proposed 2007 fully implemented, non-facility practice expense (PE) RVUs for CPT codes 36478 and 36479 and find several issues of great
concern:

I. RVUs have consistently been reduced from 2005 levels:
a. 2006: 46.91
b. 2007: 43.53
c. 2008: 40.84

While practice expenses consistently rise, (salaries, utilities, etc.) it has become increasingly difficult to provide these necessary services. In order to comply with
CMS guidelines, the ultrasound component of the procedure requires that the physician employee a Registered Vascular Technologist (RVT) to provide imaging
services. These highly skilled technologists are in drastic shortage and therefore are in high demand and as such command extremely high salaries in excess of
$70,000 per year plus benefits. Given the limited number of these procedures that the average physician performs per year it is impossible to comply with CMS
guidelines if the RVUs and subsequent reimbursements continue to drop!

As you know, the 2007 Medicare Physician Fee Schedule is already scheduled for a 5.1% across the board cut in reimbursement. Additionally, there are proposed
cuts for non-invasive vascular imaging (vascular ultrasound). All these cuts will cripple the ability of physicians to perform this extremely important procedure and
ultimately result in a loss of access to care for Medicare beneficiaries.

2. The proposed conversion factor (CF) for 2007 has been reduced from 2006, thus further decreasing reimbursement for endovenous Jaser treatment.

3. Values for codes 36475 and 36476, radiofrequency vein ablation have been consistently higher that those for laser ablation:

a.2006: 51.5

b. 2007: 47.77
c. 2008: 44.52

Each of these technologies are comparable especially when we look at both the initial capital acquisition cost (337,900 for laser and $25,000 for RF) and the, per
patient supply costs ($360 for laser and $750 for radiofrequency for the procedure kits PLUS disposable sterile supplies such as drapes, gowns, Anesthetic solution,
IV bags and tubing to name just a few). While the per patient supply cost may be slightly higher for 36475 (radiofrequency ablation), the significantly higher
acquisition cost for 36478 (laser ablation) raises the overall physician s cost of delivering the service to the same level (possibly even higher).

1 would request that the fully implemented, non-facility practice expense RVU remain at the 2006 rate for 36475 of 51.5 and that the RVU for 36478 be increased
to this same level.

1 would be happy to discuss this further with members of your committee.
Respectfully submitted,
Pamela Roberts, MD

Port St Lucie,FL 34986
pamroberts@adelphia.net

Impact

Impact
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See General Comment below.
Provisions of the Proposed Rule

Provisions of the Proposed Rule

See General Comment Below
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Submitter : Dr. Curtis Hitt Date: 10/10/2006
Organization:  The Urology Team
Category : Physician
Issue Areas/Comments
GENERAL
GENERAL

My comments concern the Reassignment and Self Refferral proposals about "pod Labs”. As an owner in a Pod lab managed by Uropath, I do not believe this
violates any present regulation. This arrangement allows the best possible integrated services between the urologist and pathologist, and affords the patient the best
of care.

Sincerley,
Curtis Hitt, M.D.
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Submitter : Mr. Peter Clendenin Date: 10/10/2006
Organization:  National Association for the Support of Long Term
Category : Long-term Care
Issue Areas/Comments
Background
Background

CMS Should Assume Greater Leadership in Urging the Congress to Enact Legislation Preventing a Negative Conversion Factor
See Attachment.

GENERAL

GENERAL
See Attachment.
Impact

Impact

The Medicare Part B Therapy Cap is a Particularly Harsh Policy for Nursing Home Residents
The Proposed Cut in Imaging Services Should be Moderated

Support for Adding Ultrasound Screening for Abdominal Aortic Ancurysms (AAA)

Blood Glucose Monitoring Provigion Should be Eliminated from the Final Rule

See Attachment.

CMS-1321-P-836-Attach-1.DOC
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Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS— 1321-P

Mail Stop 4-26-05

7500 Security Boulevard

Baltimore, Maryland 21244-1850

RE: Revisions to Payment Policies Under the Physician Fee Schedule for calendar |
year 2007; Proposed Rule

The National Association for the Support of Long Term Care (NASL) submits the following
comments in response to the Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2007, Proposed Rule.

NASL is a trade association representing providers of both ancillary services and products to the
long-term care industry. Our member companies provide speech-language pathology; physical,
occupational and respiratory therapy; portable x-ray/EKG and ultrasound; pharmacy; long term
care (LTC) software systems; and other ancillary services. NASL members also provide products
such as complex medical equipment; parenteral and enteral supplies, equipment and nutrients;
and additional specialized supplies for post-acute care settings nationally.

Listed below are our comments covering several issues that need to be addressed before the
implementation of the final rule.

CMS Should Assume Greater Leadership in Urging the Congress to Enact Legislation
Preventing a Negative Conversion Factor

If Congress does not pass legislation superseding the proposed rule, the CY07 conversion factor
will be negative 5.1 percent with negative increases projected for future years. In the proposed
rule, CMS points to the underlying statute which includes the specific formula for calculating the
sustainable growth rate as the reason why the agency cannot prevent the rate calculation
reduction.

NASL cannot emphasize enough the disruptive impact that would come from a reduction in the
physician fee schedules. At the same time that CMS is rolling out new survey and certification
requirements for medical direction in skilled nursing facilities, the agency is proposing to reduce
payments. Presently, many NASL members struggle to attract and retain qualified, responsive

NATIONAL ASSOCIATION FOR THE SUPPORT OF LONG TERM CARE
1321 DUKE STREET ¢ SUITE 304 ¢ ALEXANDRIA, VIRGINIA 22314-3563 o (703) 549-8500 e (703) 549-8342 FAX e WWW.NASL.ORG
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professionals to meet the needs of their nursing residents. In all markets, practice costs are
rising, the supply of physicians specializing in geriatrics is limited, and trade offs are being made
between preferred settings and preferred patient load.

It should be noted that the Resource-Base Relative Value Scale (RBRVS) fee codes extends to
non-physician services including an array of therapy services, SLP, OT, PT, and RT. Historic
flaws in the underlying data are magnified in the projected reductions in per unit delivery of
these services. For example, members of rehabilitation and respiratory companies struggle to
attract qualified professionals. The current payment formula undervalues the complexity of
these services in the SNF setting and under pays for their delivery to Medicare beneficiaries.

The severe cuts proposed by the rule for 2007 and projected forward are not sustainable. They
would cause irreparable damage to patient access to health care. CMS should assume the
leadership in pushing the Congress to enact legislation preventing a negative conversion factor
and the Agency should pressure the Congress to enact the correction adjustment before the end
of this year.

The Medicare Part B Therapy Cap is a Particularly Harsh Policy for Nursing Home
Residents

Provisions of the Deficit Reduction Act (DRA) of 2005 allowed outpatient therapy caps to take
effect January 1, 2006, but with a clinically-based exceptions process that allows beneficiaries
needing care above the cap to apply for additional care. The DRA only authorized the exceptions
process for the 2006 calendar year, so if Congress adjourns without repealing the caps or
extending the exceptions process, rehabilitative care for our nation’s most frail citizens will be
restricted severely with no regard for patient needs.

As evidenced by the delayed implementation of the exceptions process and the retroactive
application of the 2006 physician fee schedule, services to beneficiaries in need will be
interrupted again if there is not quick action on the part of Congress.

The proposed rule affirms the agency’s intention to implement the caps, although it does not
articulate how the level will change from the current level of $1740. The therapy cap is a
particularly harsh policy for nursing home residents. The therapy cap only serves to deny access
to services for those patients in greater need. Those with co-morbidities and medical
complications that warrant more extensive treatment find their care restricted while utilization
under the cap is ignored.

For skilled nursing facilities, Part B therapy services are secondary to Part A coverage. A high
percentage of facility admissions are Part A Medicare. Approximately 3 out of 4 new admissions
are in RUG rehabilitation categories. About half of these individuals are discharged within 45
days; for those not discharged, a high proportion become eligible for Medicare Part B therapy
services because the intensity of services decrease below the thresholds required for Part A
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coverage. It is critical to emphasize that for nursing facilities, the volume of Part B therapy
services is dependent on the admission and discharge patterns and case mix of the facility. It is
clinically difficult and cost prohibitive for nursing facility residents to avail themselves to the
therapy cap’s safety valve of outpatient hospital services.

Paired with continual increases in edits from the Correct Coding Initiative (CCI), this makes
provision of medically necessary care challenging for skilled nursing rehabilitation providers.
Currently under the CCI edits, a Medicare Part B beneficiary in need of multiple therapy
services cannot receive care because of mutually exclusive codes that cross the therapies
(physical, occupational and speech-language pathology).

Therefore, CMS should be aggressive in urging the Congress to intervene to alter the current
law. To assure rehabilitation services for nursing home residents, CMS should separately
address the therapy cap impact for these beneficiaries protecting their access to clinically
necessary services. NASL supports strongly the development of a condition-based payment as a
viable alternative to the arbitrary therapy cap. While that system is being developed, Congress
should extend the exceptions process to the therapy caps.

The Proposed Cut in Imaging Services Should be Moderated

We recognize that provisions of the DRA with respect to imaging services bind CMS, but NASL
urges you to look for ways in which the drastic cuts in imaging services might be mitigated.
Portable x-ray suppliers provide valuable services in SNF settings, and they would be affected
severely by the proposed cuts.

Support for Adding Ultrasound Screening for Abdominal Aortic Aneurysms (AAA)

NASL is pleased to see CMS move forward with the implementation of Section 5112 of the DRA.
Adding ultrasound screening for AAA is an important step in providing preventive care to
Medicare beneficiaries.

Blood Glucose Monitoring Provision Should be Eliminated from the Final Rule

NASL believes that the blood glucose monitoring provision contained in the proposed rule would
needlessly undercut effective disease management for nursing home patients. The provision
should be stricken from the final rule, and CMS should work with the provider community in
developing public policy that would promote quality diabetes management for nursing home
residents. NASL endorses the detailed comments put forth on this issue by the American Health
Care Association (AHCA) and the Alliance for Quality Nursing Home Care.
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Conclusion

Several of the issues outlined in our letter represent recurrent themes. NASL is concerned that
many of the successful programs focusing on the most clinically complex and medically needy
populations are again being threatened. NASL hopes that these comments will help stimulate
CMS to reexamine the impact of its rule-making on special needs populations residing in skilled
nursing facilities.

Thank you for your time in considering these comments and suggestions. NASL appreciates the
Agency’s efforts to expand access to the regulatory process to providers and suppliers for the
improvement of delivery of quality healthcare to the beneficiaries of the Medicare program. We
welcome the opportunity to work with CMS in resolving the issues contained in this document.
Please feel free to contact me directly by telephone at (703) 549-8500, or by e-mail at
clendenin@nasl.org with any questions that you may have regarding these comments.

Sincerely,

Foter [ (lonibmn

Peter C. Clendenin
Executive Vice President






Submitter : Hadley C. Ford
Organization :  ProCure Treatment Center Inc.
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MCure

TREATMENT CENTERS, INC.

October 9, 2006

Honorable Mark B. McClellan, M.D.
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
P.O. Box §010

Baltimore, MD 21244-8018

RE: Hospital Outpatient Prospective Payment System Calendar Year 2007 Rulemaking,
Code CMS-1506-P; and Physician Fec Schedule and Practice Expense Rulemaking, Code
CMS-1512-PN: Proton Therapy

Dear Dr. McClellan:

We are writing to you on a matter of great importance 1o the proton therapy community, More
than 40,000 cancer paticnts have been treated with proton therapy in many institutions in the
United States and across the world. Proton beam therapy, duc to its recognized and desired
biological effect on malignant tissue, has the clinical advantage of being significantly more
precise in delivery. Positive clinical results at these facilities have stimulated worldwide interest
in the clinical applications of proton therapy and consequently two additional facilities opened in
the United States this calendar year. These positive clinical results also indicate a marked
reduction in normal tissue damage and resulting co~morbidities thereby reducing short and long
term complications and cost.

STATEMENT OF SUPPORT FOR THE PROPOSED CALENDAR 2007 HOSPITAL
OUTPATIENT PROSPECTIVE PAYMENT RATES FOR PROTON THERAPY.

We fully support the Proposed Calendar Year 2007 (CY 07) Hospital Outpatient Prospective
Payment System (OPPS) Payment Rates for proton beam therapy, which iz as follows:

APC CPT CY’07 Proposed Payment | CY’06 Payment Rate
Rate
0664 77520 and 77522 $1,136.83 $947.93
L 0667 77523 and 77525 $1,360.10 $1,134.08

444 Park Avenue South New York, NY {03016-7321 212-584-0960 - Tel






These payment rates will ensure that further development of proton therapy continues as the
clinical demand for this technology rises around the country.

As you know, the National Payment rates for proton therapy are determined based upon
submitted claims and cost dats received by CMS from centers delivering proton therapy in the
United States. Rate seiting is a challenging and difficult task. We appreciate the diligence with
which you have sct the CY’07 proposed payment ratcs for proton therapy.

STATEMENTS OF CONCERN REGARDING FREESTANDING FACILITIES

For freestanding proton therapy centers the CMS has given its contracted Carriers significant
latitude but limited guidance from which to determine payment rates for proton therapy.

We remain concerned with the manner in which contracted Carricrs of the Centers have managed
freestanding Proton Therapy Centers for Medicare and Medicaid Services in the State of Texas,
Florida and Tndiana. The existing or proposed proton thcrapy payment rates by State are as
follows:

Comparison of Freestanding Centers’ Proton Therapy Rates by State
Indiana - Current Florida -~ Proposed Texas ~ 9/1/06
9/11/06
77520 —_ $750.63 $652.75
77522 $516.36 $776.90 $653.90
77523 §782.43 $806.93 $783.79
77525 $782.43 $900.76 $954.41

As each State has its own CMS contracted Carrier, variations in existing CY'06 and
proposed CY'07 proton therapy coverage and payment rates are occurring and are
significant by comparison to CMS's National Payment Policy for protons as expressed in
the OPPS rules. This is of paramount concern to ProCure Treatment Centers as this
company has invested significant resources to increase the availability of this important
technology, and is actively preparing to expand to multiple states. It is very important that
this technology is appropriatcly applied and cqually important that the technology be
properly and consistently rcimbursed be it a freestanding and or hospital based facility.

Curtailing the development of proton beam therapy centers now through inadequate payment may
have the negative long-term effect of precluding future cost reductions provided by proton beam
therapy and not having this important therapy available to patients. Over time Proton Therapy
has been carefully evaluated and reviewed in the Academic sciting, and now as is the classic free
market approach, the technology is being embraced in the mainstream clinical setting and
programs are developing bringing not only the clinical benefits, but significant economic benefits
to the communities in the form of jobs, and investment.

We are requesting that CMS direct jts Carrier’s on issues of payment of or for proton
therapy for Free-Standing centers so that their rate setting approach is consistent with that

of the CMS for HOPD.

444 Park Avenue South New York, NY 10016-7321 212-584-0960 - Tel







It should be noted that due to the capital cost of proton therapy, both freestanding and HOPD
centers have simijar costs for patient treatments. The cost of treatment per fraction is consistent, if
not higher, in both hospital bascd and frecstanding facilities than the current 2006 APC payment
rate. Given the great similarity of capital investment and operating costs of proton beam therapy
centers, whether hospital-based or frecstanding, this is an appropriate recommendation for CMS
given the numbcr of operating centers and patient demand for this valuable therapy.

In addition, we believe that it is not appropriate for freestanding facilities to pursue a relative
value unit from the RUC for proton beam therapy. Due to the limited availability of this
technology in the freestanding setting and the established coverage and payment policy
established by CMS for hospital outpatient departinents, we feel it is more appropriate to leverage
the considerable work performed by CMS to establish payment for these setting across both
hospital outpatient and freestanding facilities. The risk of not doing so may in effect limited the
access of this technology to cancer patients around the country.

CONCLUSIONS

Tn conclusion, proton beam therapy has a recognized and desirable radiobiological effect on
malignant tissue with the clinical advantage of being significantly more precise in the delivery,
resulting in better health outcomes and fewer or less significant adverse side effects than other
forms of radiation therapy.

We agree with CMS’s proposed CY’07 payment rule for proton beam therapy for Hospital
Outpaticnt Departments.

Also, we strongly urge CMS to direct its Carriers on matters concerning proton therapy
medical coverage and payment so that Carrier dcterminations regarding proton therapy
payment ratcs are made in & congistcnt manner with those in ¢ffect for Hospital Outpatient
Departments.

CMS thoroughly analyzes proton beam therapy claims and cost data in establishing payment rates
for Hospital Outpatient Departments. CMS contracted Carriers should take advantage of vast
work alrcady performed on the part of the CMS when determining payment rates.

ProCure Treatment Centers has carefully approached this technology with an interest in making it
available for appropriate use within the cancer treatment milieu. It is clearly a technology that
has demonstrated clinical and financial efficacy, it is in demand by clinicians and patients, and it
“has reached the stage where free market principles will support the development of these
important programs. It is very important that the CMS systcm not create undue penaltics based
upon organizational structure. Frec standing and/or hospital-based programs have markedly
similar cost and operational structures and as this letter has outlined fair and balanced
reimbursement is important for the appropriate development of this technology and the clinical
benefit it will have on patients.

Sincerely,

T4d -0
Chief Executive

444 Park Avenuc Sauth New York. NY [0016-7321 212-5384-~(1960 - Tel
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A C C U R A Y . Accuray, incorporatad

1310 Chesapeaks Tarracs

Sunnyvale, CA 34089
October 10, 2006

T: 408.716.4600
F: 408.716.4601
WA, BCCLTEY.COM

Reference file code: CMS-1321-P

Submitted electronically via Word document attachment
htp://www.cms.hhs.gov./eRulemaking

As a manufacturer and provider of image-guided robotic stereotactic radiosurgery (r-SRS)
equipment, we appreciate the opportunity to submit comments on 42 CFR Parts 405, 410, 411,
414, 415, and 424 [CMS-1321-P] RIN 0938-A024 Medicare Program; Revisions to Payment
Policies Under the Physician Fee Schedule for Calendar Year 2007 and Other Changes to
Payment Under Part B.

Image-guided robotic stereotactic radiosurgery (r-SRS) is both an alternative to surgery and an
adjunct to radiotherapy involving a defined set of clinical resources to deliver effective treatment.
image-guided robotic stereotactic radiosurgery is not radiotherapy, as it is intended to ablate
identifiable lesions, while preserving normal tissue adjacent to the target volume, rather than
treat microscopic disease. The CyberKnife® is a complex image-guided robotic stereotactic
radiosurgery system (r-SRS), delivering radiosurgical precision throughout the body, for as many
treatments (fractions) as the clinician deems necessary for a given situation. CMS currently
allows for up to five fractionated image-guided robotic stereotactic radiosurgery treatments and
our data indicate that treatments average 3 fractions per course of treatment. Clinicians and
patients have recognized the benefits of radiosurgery, which include no incisions, no anesthesia,
lower risk of complications, and, therefore, improved patient quality of life.

Image-guided robotic stereotactic radiosurgery programs are substantially more resource-
intensive than other forms of linac-based systems. It was for this reason that CMS created
separate HCPCS codes to distinguish these technologies. Further, it is clear that the resources
required for r-SRS are the same for each treatment regardless of whether that treatment is a
single (first) or a subsequent treatment, up to a maximum of five.

Image-guided robotic stereotactic radiosurgery is a capital intensive clinical program, and, due to
the relatively small number of patients for whom it is clinically appropriate (as compared with, for
example, conventional external beam technology), it is not necessarily cost-efficient for a single
hospital to provide these services by itself. r-SRS facilities that are associated with a particular
hospital are typically available for use only by physicians on staff at that hospital, thus restricting
their ability to serve the larger community and limiting access. Allowing carriers to pay for the
techniology when provided in freestanding centers would facilitate cost sharing among a number
of hospitals (and others) to provide these services, improving device access to a more diverse
population of patients in a given geographic region.

Enabiling full-bady radiosurgery using image guided robotics






Comment:

A number of temporary codes have been established to enable hospitals to report the technical
component costs of image-guided robotic stereotactic radiosurgery (r-SRS) treatment (HCPCS
Codes G0339 and G0340). The proposed Rule regarding the Physician Fee Schedule for 2007
designates codes G0339 and G0340 as “C ~ Carriers price the code.”

This is consistent with the technical component radiation oncology services of all kinds that are
reimbursed under the Physician Fee Schedule, and have been since the inception of the
Physician Fee Schedule methodology.

Recommendation:

We respectfully recommend and encourage CMS to:

o Adopt the proposed change to include HCPCS Level Il codes G0339 and G0340 on the CY
2007 PFS, classifying the codes with the modifier “C” to indicate that they may be carrier
priced.

We support this modification that would clearly establish carrier authority to cover image-guided

robotic stereotactic radiosurgery in freestanding settings, subject to their establishment of

appropriate quality assurance measures to ensure patient safety and regulatory compliance, to
the satisfaction of the carrier.

We appreciate your consideration of our comment.

Sincerely,

Wendy E. Wifler
Sr. Director, Health Policy & Payment
Accuray Incorporated

Page 2
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to get instant consults on difficult cases and provides an ongoing quality assurance
program in the field of Urologic pathology.

The proposed regulations seem to be based on the assumption that all pathology pod
labs are inherently bad, provide kickbacks & fee splitting and create over utilization with
medically unnecessary biopsies which result in a higher cost to Medicare. As we are
set up, this is not the case. We practice Urology based on the current accepted medical
guidelines. We decide to biopsy patients based on the findings from a digital rectal
exam and their PSA tests, and we do not perform biopsies unnecessarily. Our medical
records are available for review. The number of patients we biopsy and the number of
biopsies per patient would be the same & the cost to Medicare would be the same
whether we sent these specimens to an outside pathology lab or our internal pathology
pod lab.

Much of the information that promuigates the premise that pathology pod labs are bad
and create over utilization is coming from “commenters” who are other pathologists,
outside reference labs and special interest groups that stand to lose revenue to the
Urological pathology labs. To date neither CMS nor the OIG has documented any
abuse or over utilization in pathology pod labs. Instead this is a turf war between
physicians and unless CMS actually sees over utilization or abuse, there is no reason
for these regulations if the pathology lab is properly structured within the Urologist
group practice.

We would like to comment on the specific proposals outlined in the proposed
regulations. With respect to the billing limitations in the Reassignment Rule, even after
reading these sections numerous times and asking our legal counsel to review it, we
really never understood what CMS is proposing. it is very ambiguous and the proposals
are not clear. It appears that this section needs further development and input. Our
pathologist is considered a “member of the group” under Stark and we bill the global
fee for the preparation of the slide by our employees in our lab and the interpretation by
the pathologist as a member of our group. We do not purchase these tests. We perform
all the work within our group practice. No where do the proposed regulations define
how this arrangement is to be addressed.

The proposed regulations dealing with the Self Referral Rule are also ambiguous and
need further development before implementation. Our lab is of sufficient physical size
to process the specimens, prepare the slides and read the results. There is no need for
CMS to propose specific square footage regiments that are arbitrary and that may not
be needed to provide quality pathology services. The size of the lab should be based
on the work requirements and CLIA regulations. With respect to the physical location of
the centralized building we again question whether this is truly a quality of care issue or
is this simply a mechanism to stop pathology pod labs. With computers, telephones,
efficient information technology and the other developments in the field of
communications the physical location of the lab is simply not important. What is
important is the overall quality of the pathology service and this is a function of the
medical group including its pathologist and the process they follow to prepare the
specimens, not a function of the physical location.
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The same is true with respect to the number of employees needed. This is already
addressed and regulated under CLIA and to impose an arbitrary requirement that X
FTEs are required simply is not related to the quality of pathology service provided.

Our pathology lab is of adequate size & used exclusively by our group 24 hours per
day, 7 days per week. We own all the equipment and we have group practice leased
employees preparing all the slides. Our Pathologist is a member of the group as an
independent contractor which is approved under Stark. In short we have established a
complete pathology lab supervised and directed by a Board Certified Pathologist that is
a member of our group and we are providing our patients with high quality pathology
services.

While others may allege that these arrangements are abusive and create over
utilization, the revenue derived from our pathology lab simply is not enough income per
Urologist that we would risk our patient’'s well being and lives and our professional
reputations to set up this pathology lab solely to make additional income. We strongly
resent that implication in these proposed regulations.

Sincerely.

Thomas Moody, M.D.
President

CC: Senator Richard Shelby
Senator Jeff Sessions
Congressman Spencer Bachus
Congressman Artur Davis
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Lrologymm

3485 Independence Drive
Homewood, Alabama 35209

(205) 930-0920
October 9, 2006

Centers for Medicare and Medicaid Services
Department of Health & Human Services
Via Web site http://www.cms.hhsgov/eRulmaking

File Code CMS-1321-P

Re: Reassignment and Physician Self-Referral

| am writing on behalf of our 16 Urologists that practice as a group practice and that
includes a Pathology lab, supervised and directed by a Board Certified Pathologist.

We established our own Pathology services lab for a number of reasons these
proposed regulations fail to take into consideration. The proposed regulations seem to
assume that all pathology pod labs exist solely for the purpose of making a profit for the
physician group and the regulations appear to be designed solely to eliminate these
legitimate labs which are providing high quality pathology service.

Within our group we strive to offer the highest quality Urology service to our patients
and that includes controlling the quality of the pathology service that interprets our
pathology specimens. Our pathology lab is CLIA certified and our Pathologist is Board
Certified. In addition our Pathologist has specialized in prostate and other urologic
related specimens. We could not find that type of specialization with any local
pathology group. Over a one year period, our pathologist looks at several thousand
prostate biopsy specimens compared to the local pathologist who might look at only
one to two hundred per year. By sub-specializing in this manner he has been able to
develop his expertise and competency in just the area of urologic pathology. We set up
our pathology lab in conjunction with Uropath, LLC and in doing so not only were we
able to achieve the desired sub-specialization but our pathologist is working directly
with other Urological pathologists in the same building which gives him with the ability






to get instant consults on difficult cases and provides an ongoing quality assurance
program in the field of Urologic pathology.

The proposed regulations seem to be based on the assumption that all pathology pod
labs are inherently bad, provide kickbacks & fee splitting and create over utilization with
medically unnecessary biopsies which result in a higher cost to Medicare. As we are
set up, this is not the case. We practice Urology based on the current accepted medical
guidelines. We decide to biopsy patients based on the findings from a digital rectal
exam and their PSA tests, and we do not perform biopsies unnecessarily. Our medical
records are available for review. The number of patients we biopsy and the number of
biopsies per patient would be the same & the cost to Medicare would be the same
whether we sent these specimens to an outside pathology lab or our internal pathology
pod lab.

Much of the information that promulgates the premise that pathology pod labs are bad
and create over utilization is coming from “commenters” who are other pathologists,
outside reference labs and special interest groups that stand to lose revenue to the
Urological pathology labs. To date neither CMS nor the OIG has documented any
abuse or over utilization in pathology pod labs. Instead this is a turf war between
physicians and unless CMS actually sees over utilization or abuse, there is no reason
for these regulations if the pathology lab is properly structured within the Urologist
group practice.

We would like to comment on the specific proposals outlined in the proposed
regulations. With respect to the billing limitations in the Reassignment Rule, even after
reading these sections numerous times and asking our legal counsel to review it, we
really never understood what CMS is proposing. It is very ambiguous and the proposals
are not clear. It appears that this section needs further development and input. Our
pathologist is considered a “member of the group” under Stark and we bill the global
fee for the preparation of the slide by our employees in our lab and the interpretation by
the pathologist as a member of our group. We do not purchase these tests. We perform
all the work within our group practice. No where do the proposed regulations define
how this arrangement is to be addressed.

The proposed regulations dealing with the Self Referral Rule are also ambiguous and
need further development before implementation. Our lab is of sufficient physical size
to process the specimens, prepare the slides and read the results. There is no need for
CMS to propose specific square footage regiments that are arbitrary and that may not
be needed to provide quality pathology services. The size of the lab should be based
on the work requirements and CLIA regulations. With respect to the physical location of
the centralized building we again question whether this is truly a quality of care issue or
is this simply a mechanism to stop pathology pod labs. With computers, telephones,
efficient information technology and the other developments in the field of
communications the physical location of the lab is simply not important. What is
important is the overall quality of the pathology service and this is a function of the
medical group including its pathologist and the process they follow to prepare the
specimens, not a function of the physical location.







The same is true with respect to the number of employees needed. This is already
addressed and regulated under CLIA and to impose an arbitrary requirement that X
FTEs are required simply is not related to the quality of pathology service provided.

Our pathology lab is of adequate size & used exclusively by our group 24 hours per
day, 7 days per week. We own all the equipment and we have group practice leased
employees preparing all the slides. Our Pathologist is a member of the group as an
independent contractor which is approved under Stark. In short we have established a
complete pathology lab supervised and directed by a Board Certified Pathologist that is
a member of our group and we are providing our patients with high quality pathology
services.

While others may allege that these arrangements are abusive and create over
utilization, the revenue derived from our pathology lab simply is not enough income per
Urologist that we would risk our patient's well being and lives and our professional
reputations to set up this pathology lab solely to make additional income. We strongly
resent that implication in these proposed regulations.

Sincerely.

Thomas Moody, M.D.
President

CC: Senator Richard Shelby
Senator Jeff Sessions
Congressman Spencer Bachus
Congressman Artur Davis
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,// PHARMACEUTICALS
October 10, 2006 By Electronic Delivery

Mark B. McClellan M.D. Ph.D.
Administrator ‘

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

Hubert H. Humphrey Building

200 Independence Avenue SW
Washington, DC 20201

Re: CMS-1506-P (Medicare Program; Hospital Outpatient Prospective
Payment System and CY 2007 Payment Rates Proposed Rule)

Dear Administrator McClellan:

Ligand Pharmaceuticals appreciates the opportunity to comment on the Centers for
Medicare and Medicaid Services’ (CMS) proposed rule regarding revisions to the
hospital outpatient prospective payment system (OPPS) and 2007 payment rates,
published in the Federal Register on August 23, 2006 (the “Proposed Rule”).

Ligand is a San Diego based emerging specialty pharmaceutical company that discovers,
develops and markets innovative small molecule drugs and one biological to address
critical, unmet medical needs with four Orphan-designated products for oncology and
dermatology: ONTAK (denileukin diftitox), TARGRETIN capsules (bexarotene),
TARGRETIN gel and PANRETIN gel (alitretinoin), and AVINZA in the area of chronic
pain management (morphine sulfate extended-release capsules).

One of Ligand’s products, ONTAK, is a recombinant DNA-derived cytotoxic fusion
protein that is covered by Medicare under Part B in both hospital outpatient setting and in
the physician office. ONTAK received orphan designation from the FDA and is used to
treat the limited population of patients with advanced stages of Cutaneous T-Cell
Lymphoma (CTCL). This product and the patient population in services truly meet the
intent of the legislature’s definition of Orphan Product.

Lack of equitable Medicare reimbursement in the hospital outpatient setting and
physician setting has historically had a negative impact on patient access to this product,
which is for many patients the only option for this debilitating and sometimes deadly
disease. Our research indicates that the historical reimbursement structure unfairly
discriminated against many patients, including those patients in rural areas.






Administrator Mark McClellan
October 10, 2006
Page 2 of 3

The transition over the past few years to equivalent reimbursement rates for both the
hospital outpatient and physician office settings has partially solved the historical issue of
reimbursement rates inappropriately manipulating the practice of medicine by influencing
the site of service for products like Ontak that can be administered in either setting based
on the specific medical need of the patient. The CMS proposal to cut reimbursement to
ASP+5% in the outpatient setting will return us to inequitable and lopsided
reimbursement between these two settings. Therefore, we urge CMS to at a minimum
maintain equal payment between settings to minimize the influence that reimbursement
has on the site of service.

In last years comments Ligand expressed concerns that reimbursement at ASP+6% may
not be adequate to ensure beneficiary access. We continue to be concerned and we
believe that reducing the payment further to ASP+5% will place additional burdens on
hospitals and continue to impede access. For not only does CMS propose to reduce
reimbursement for drugs and biologicals, but it also asserts that the proposed rates are
sufficient to cover hospitals’ pharmacy handling costs. We strongly disagree with this
assertion. Pharmacy services can be complex and are labor and resource intensive,
especially when working to safely and accurately deliver a complex biological product.

For example, Ontak is a very special product requiring very special handling at both the
wholesaler and the hospital pharmacy or physician’s office. ONTAK has some very
unique requirements including:

a. Its treatment regimen: 3-5 vials/day for 5 days on a 21 day cycle. Therefore
patients must usually begin treatment on a Monday. This requires very
coordinated planning with the patient and the wholesaler to order the product
for drop shipment on a Friday.

b. ONTAK is stored at our distributor at -80 degrees C and must remain frozen
and shipped in special packaging to the site of administration who in turn
must keep it frozen at -10 degrees C until just before use.

c. ONTAK has specific requirements in its label for solution preparation.

d. Patients typically require pre-medication with steroids (oral or IV) and extra
intravenous hydration prior to treatment with ONTAK.

e. In addition, label warnings which require additional monitoring include Acute
Hypersensitivity-type reaction (69% patients) and Vascular Leak Syndrome
(27% patients). The latter of which can be delayed (usually in first two
weeks) and require follow-up phone calls by staff to monitor.

In addition to the fact that the ASP+5% methodology is woefully inadequate for products
like ONTAK, CMS should clearly respond to industry’s repeated requests for
clarifications to the procedures for calculation of ASP. This response should be in the
form of a separate proposed rulemaking once CMS receives responses to its broad
request for information in the physician fee rule proposal. Only then will industry be able
to submit what they feel is accurate and consistent ASP data.

We urge CMS to monitor patient access and increase rates as necessary to ensure that
Medicare beneficiaries retain access to critical therapies. This is especially important for
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orphan products and for patients with rare disorders and special attention should be paid
to the monitoring of access for these entities.

Ligand supports in full the comments submitted by the Biotechnology Industry
Organization (BIO). We sincerely appreciate the opportunity to comment on these rules
and the open and interactive approach CMS has taken with stakeholders across the
medical and health care communities. Please contact me with any questions or to request
additional information related to our products or ideas and positions on Medicare policy
at 858-550-7569 or tghio@ligand.com.

Respectfully Submitted,

Bt

Terese M. Ghio
Vice President Government Affairs and EH&S
Ligand Pharmaceuticals Incorporated
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October 10, 2006

Mark B, McClellan, MD, PhD

- Administrator

Centers for Medicare and Medicaid Services
7500 Security Boulevard,
Baltimore MD 21244-1850

RE: CMS-1321-P Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2007 and Other Changes to Payment
Under Part B; Proposed Notice

Dear Administrator McClellan:

The American Association of Clinical Endocrinologists (AACE) represents over 5500
endocrinologists and is the largest association of clinical endocrinologists in the United States
who concentrate on the treatment of patients with endocrine and metabolic disorders. AACE
appreciates the opportunity to comment on the Centers for Medicare and Medicaid Services
(CMS) Proposed Notice on the revisions to Medicare payment policies under the Physician
Payment Schedule for calendar year 2007, published in the August 22, 2006 Federal Register.

PROVISIONS

Bone Mass Measurement Test

AACE is in agreement with the revisions made to the 1998 Balanced Budget Act 42 CFR 410.31
(Bone Mass Measurement: Conditions for Coverage and Frequency Standards). Specifically, we
commend CMS for introducing the important concept of quality and standardization in axial
DXA testing and reporting. “As there are many sources of variability in the measurement of
BMD, a quality control system related to both the methodology and reporting of test results is
important to ensure the validity of DXA analysis.” Axial DXA is also cited for its superior
accuracy and precision as it compares to older technologies. As such, we agree with the CMS
recommendation to restrict monitoring over time to axial DXA technology; “DXA is precise, safe

and low in radiation exposure and permits more accurate and reliable monitoring of individuals
over time.” :

AACE shares the CMS concern that to ensure accurate and reproducible bone density
measurement, DXA centers must perform a precision assessment on their equipment and patients
be followed over time on the same machine to determine if a true change in BMD has occurred.
AACE notes that this will be disrupted if physicians in non-hospital practice settings are forced to
abandon axial DXA testing.

We also are in agreement with the CMS decision to lower the cut point for DXA testing in
patients on glucocorticoids from less than or equal to 7.5 mg for at least 3 months to less than or
equal to 5 mg a day for at least 3 months. This change is supported by the current literature and
brings the CMS recommendations for a qualified individual into line with those of the American
College of Rheumatology.
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AACE supports the decision to restrict monitoring over time to axial DXA technology and
also agrees with the CMS decision to lower the cut point for DXA testing in patients on
glucocorticoids from less than or equal to 7.5 mg for at least 3 months to less than or equal
to 5 mg 2 day for at least 3 months.

DRA PROVISIONS
DRA Reductions in Payments for Imaging Services

Section 5102 of the Deficit Reduction Act (DRA) contains arbitrary payment cuts in medical
imaging services provided under the Medicare physician fee schedule. Specifically, we refer to
Section 5102 (b) that requires payment for the technical component of an imaging service paid
under the Medicare Physician Payment Schedule should be capped at the Outpatient Prospective
Payment Systemn (OPPS) payment amount for the same imaging service. AACE believes these
cuts could lead to a wide range of adverse, unintended consequences for Medicare beneficiaries.

The DRA imaging cuts cannot be considered in isolation. The proposed changes to relative value
units and the practice expense methodology published in the June 29, 2006 Federal Register
(CMS-1512-PN), the negative 5.1% physician payment update as a result of the Sustainable
Growth Rate (SGR) formula, and the application of the DRA imaging payment provision will
result in substantial and unsustainable cuts in endocrine based imaging services. These regulatory
and legislative actions will severely restrict patient access to critical imaging services thereby
undermining the efforts by CMS to focus on disease prevention as opposed to a treatment based
approach to health care.

If section 5102(b) of the DRA is implemented, the ultrasound fine needle aspiration guidance
procedure (CPT code 76942) performed as part of a minimally invasive biopsy of thyroid nodules
will be reduced from a 2006 global fee of $146 (unadjusted for geographic area) to $107 in 2007,
or a reduction of 26%. Similarly, payment for DXA (CPT code 76075) will be reduced from a
global fee of $140 (2006 global fee unadjusted for geographic area) to $85, or a 40% reduction, in
2007.

While these payment reductions may provide short-term savings, there is no evidence that
decreasing payment rates will reduce utilization. Rather, these reductions will drive imaging
services back to the hospital outpatient departments where beneficiary co-pays for services are
higher and wait times for services will be longer. The end result will be reduced patient access to
diagnostic technologies capable of preventing the onset of more serious conditions requiring more
complex and expensive treatment interventions.

As pointed out at a July congressional hearing, CMS has not evaluated the potential impact of the
cuts on growth in utilization of imaging or on patient care, nor have they conducted a detailed
analysis of offsetting savings and efficiencies brought about by imaging as opposed to more
invasive and costly procedures.

AACE supports repeal of the unwarranted imaging payment cuts, and we recognize that this will
require an act of Congress. However, CMS has the administrative authority to mitigate the
impact of this arbitrary and ill-conceived payment policy.
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First, AACE supports the RUC recommendation urging CMS to use its administrative authority
to reverse the technical component and professional component professional liability insurance
(PLI) relative value allocations under the Physician Payment Schedule. Currently the higher PLI
portion is applied to the technical component and the lower PLI portion to the professional
component. Reversing the inappropriate allocation of the PLI RVUs would be a modest step to
help alleviate the significant impact of the DRA imaging cuts on physicians who provide imaging
procedures and prevent the loss of resources from the Medicare Part B program.

Secondly, there has been little detail on what the payment changes mean for claims submissions
and processing. Physicians will be dependent on carriers/contractors to provide a revised fee
schedule of imaging procedures affected by the DRA. Without correct payment information,
physicians will be unable to accurately bill Medicare patients and will receive overpayments and
underpayments from the Medicare contractors. Subsequently, this would subject physicians to
accusations of fraudulent billing practices. Administration of the changes could be complicated
by the first phase in a six-year transition to Part A/Part B Medicare Administrative Contractors
from the current fiscal intermediary and carrier structure.

AACE urges CMS to use its administrative authority to reverse the technical component
and professional component PLI relative value allocations and delay implementation of
Section 5102 of the DRA until all implementation issues surrounding the new payment
policy have been fully addressed and resolved.

IMPACT
Proposed RVU Changes for DXA (CPT code 76075) and VFA (CPT code 76077)

AACE remains very concerned about the impact of the proposed changes in work and practice
expense relative value units on CPT code 76075 DXA (dual energy x-ray absorptiometry) and
CPT code 76077 VFA (vertebral fracture assessment), as published in the June 29, 2006 Federal
Register. Moreover, the modifications to these proposed changes published in the August 22™
Federal Register (CMS-1321-P), further reduce the relative value units and reimbursement for
DXA and VFA.

Osteoporosis is a major health care problem in the United States with annual costs of more than
$18 billion dollars. Currently 300,000 Americans are hospitalized annually for hip fractures with
one in five (20%) dying within the first year following fracture. Given population demographics,
osteoporotic fractures are projected to increase for the foreseeable future emphasizing the
importance of effective prevention and treatment strategies. To this end, the Centers for
Medicare & Medicaid Services (CMS) is to be commended for establishing bone density testing
as a key preventive service available for Medicare beneficiaries and highlighting the role of axial
DXA in diagnosis and monitoring response to therapy. Despite this, bone density screening
remains underutilized. Efforts to increase screening rates for axial DXA above the current level of
20% require a different approach within the existing framework that values access over
efficiency.

In our earlier comments to CMS 1512-PN, AACE documented concerns about the marked
decline in RVU assigned to axial DXA and the chilling effect this would have on physicians’
ability to identify and treat the millions of Americans with osteoporosis. We detailed flaws in
input for the physician work and practice expense RVUs and a resultant rank order anomaly when
axial DXA was compared to peripheral DXA. We also presented the results of a clinical society
survey that AACE worked on with the International Society for Clinical Densitometry (ISCD)
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and which was nearly identical in format and content to the 2005 American College of Radiology
(ACR) Relative Value Update Committee (RUC) survey used to determine physician work value.
As the physician payment for axial DXA has now been further reduced in the current proposal,
we would like to take this opportunity to expand on our earlier comments.

In our earlier letter, we demonstrated other apparent flaws in the input and assumptions used to
determine physician work and practice expense. The clinical society survey also underscores
some of those key points as follows:

1. 93% of respondents have a fan-beam axial DXA system, which is valued at $85,000.
Only 7% currently use an older pencil-beam system valued at $41,000. The Practice

Expense survey used a pencil beam densitometer at $41,000 for calculation of machine
costs.

2. Utilization rates across all locations in the clinical society survey were calculated to
approximate 21%. This is vastly different than the 50% utilization rate used in the
Practice Expense methodology for all procedures. Rates of 50% and often higher are
more typically seen in large diagnostic imaging centers where patients are referred and
devices are used for multiple disease states.

3. Median service contracts of $5,000, software upgrades of $2,000 per year and phantom
costs were listed by the clinical society survey respondents. None of these expenses were
included in the Practice Expense survey.

Additionally, it is important to recognize that osteoporosis care in the United States, and
worldwide, is on the verge of a WHO driven paradigm shift based on international consensus that
optimal targeting of individuals for receipt of pharmacologic intervention should be determined
using an estimate of absolute 10-year hip fracture risk. The National Osteoporosis Foundation
(NOF) is developing a United States-specific absolute fracture risk WHO prediction model that
will identify the fracture probability at which treatment intervention becomes cost effective. This
model will specifically input femoral neck BMD (necessitating axial DXA) and presence of
vertebral fracture for calculation of fracture probability and thus need for pharmacologic
intervention. VFA can be performed at the same time and location as an axial DXA study,
thereby optimizing integration of vertebral fracture status with femoral neck BMD into a United
States -specific absolute fracture risk WHO prediction model providing clinicians with essential
point-of-care information for appropriate assessment of need for therapeutic intervention. Thus,
the future of osteoporosis care in the United States will be based on present day axial DXA
equipment, upgraded with special software licensed by the WHO and NOF providing automatic
linking of a patient’s BMD and fracture status into the aforementioned NOF cost effectiveness
model that will be reported by axial DXA equipment.

AACE also disagrees with the RUC recommendation to decrease the physician work RVU

component to 0.2, a 33% reduction from the previous value of 0.3 for DXA. In the AACE
comment letter regarding CMS-1512-PN we discussed what we believe are a number of flaws in
the determination of the physician work RVU component for DXA.

Unlike other procedures where an increase in volume is assumed to lead to increased efficiency
and less work, this does not appear to be the case for DXA. In the ACR RUC survey of 51
radiologists, 59% of the radiology respondents felt that the complexity of DXA had increased
within the last 5 years. Similarly, in the clinical society survey of 453 physicians from multiple
specialties (30% of whom were primary care), 61% felt that complexity had increased. Only 12%
of radiologists and 19% of the clinical society survey respondents felt that DXA had become
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“more familiar’ (less work). These results are at odds with the RUC subgroup that rejected the
recommendations of the ACR and ruled that the physician work RVU for axial DXA should be
reduced from 0.3 to 0.2 because the procedure was felt to be “less intense and more mechanical
than the ACR survey results would indicate.” Data to support this contention does not exist.

The axial DXA report has many elements of an E/M visit. As such, it is not surprising that in the
clinical society survey, the key reference codes selected most often were 99213 (19.9% of
respondents), followed by 99212 (16.3%) and 99214 (15.9%) with RVUs of 0.67, 0.45 and 1.10
respectively. The clinical society survey also demonstrated internal consistency in that the
median estimated work RVU for axial DXA was 0.5 (with 25® percentile of 0.35 and 75"
percentile of 1.00).

Consistent with an E/M type approach being taken by clinicians, a substantial difference was seen
between the ACR RUC survey and the ISCD sponsored clinical society survey in physician work
time. As we previously reported, the median physician work time for a DXA study was 25
minutes (5 minutes pre-service, 10 minutes intra-service, 10 minutes post-service). For
radiologists who were surveyed in the ACR RUC survey, the median physician work time was
either 6 or 8 minutes (1-2 minutes pre-service, 4 minutes intra-service, 1-2 minutes post-service).
Such differences in physician work time could in part be explained by what are considered
“essential elements” of an axial DXA report. If the report were to only provide a densitometric
diagnosis without reviewing the patient’s history, risk factors and providing broad treatment
recommendations, the work time would be anticipated to be substantially less.

On September 26, 2006 AACE participated in a Refinement Panel call with members of the
American College of Rheumatology and other related specialties to further refute the basis for the
RUC recommended reduction in the physician work RVU component for DXA.

As our three societies have strongly suggested, there simply is no evidence to support the
proposed reduction in the work RVU that grossly under values the physician work component for
central DXA. We urge CMS to reverse the proposed reduction in the work RVU based on the
following:
*  Work complexity has in fact increased based on 2 separate surveys.
s The physician time is greater than originally noted.
» The current assigned value would create a rank order anomaly with other reference
services,
¢ Incorrect assumptions were made in the valuation of the service. This is based on flawed
methodology of the RUC working group and a survey that does not reflect the current
composition of physicians performing this service.

As noted above, osteoporosis is a major health care issue in this country. Federal initiatives to
detect this disease using DXA and VFA and appropriately treat individuals at high risk are
crucial. Although axial DXA testing has increased significantly in the last decade as evidenced
by 77,133 claims in 1994, 1.265 million in 1999 and 2.43 million in 2004, this still represents less
than 20% of affected Medicare beneficiaries who have been tested. While the data indicates that
testing is increasing, it still remains vastly under-utilized. As such, we propose that special
resource considerations are necessary, for both DXA and VFA, to ensure widespread availability
of high-quality screening in the United States.

Given the importance of axial DXA and VFA screening as key preventive services, one could
argue that not only do the services need to be appropriately valued compared to other CPT codes,
but that value could be set higher than other services to further increase incentives and improve
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the proportion of beneficiaries screened. MEDPAC in their report to Congress in March 2006
outlined the dangers of undervaluing a service noting that physicians may opt not to provide the
service which threatens access to care, and additionally that Medicare is not a good steward by
not paying enough for the undervalued service and thus not spending the taxpayers money wisely.

AACE suggests that special resource considerations are necessary for these procedures to
ensure the widespread availability of high-quality screening in the United States. Therefore,
AACE respectfully requests that no changes be made to the current total RVUs for DXA
(CPT code 76075) and VFA (CPT code 76077).

Continuous Glucose Monitoring

On September 26, 2006 AACE participated in the CMS Refinement Panel call to seek acceptance
of the RUC recommended RVU values of 0.85, for which AACE worked closely with the RUC to
survey and develop, for CPT code 95251 Ambulatory continuous glucose monitoring of
interstitial tissue fluid via a subcutaneous sensor for up to 72 hours; physician interpretation and
report.

In the 2006 final rule, CMS disagreed with this recommendation and published an interim work
RVU of 0.52 stating that an appropriate reference service for this new procedure is 93268 Patient
demand single or multiple event recording with presymptom memory loop, 24-hour attended
monitoring, per 30- day period of time, includes transmission, physician review and
interpretation.

AACE respectfully disagrees with this identified reference service and reiterates the RUC’s
previous rationale for the value of 0.85. The RUC carefully reviewed the survey data for this
service. The reference service selected by those surveyed was 99214 Office or other outpatient
visit for the evaluation and management of an established patient, which requires 2 of 3 key
components. a detailed history; a detailed examination; medical decision making of moderate
complexity. Physicians typically spend 25 minutes face-to-face with the patient and/or family
(Work RVU=1.09). When comparing the reference code to the surveyed code, the RUC noted
that although the surveyed codes required greater intensity, technical skill and mental judgment
than the reference code, the reference code had 8 minutes more total time than the surveyed
code. Therefore the RUC supported the specialty society’s recommendation of the 25" percentile
of their survey, 0.85 work RVUs,

Although the time period associated with cardiac event recording (CPT code 93268) is 30 days,
the amount and complexity of data that needs to be reviewed for ambulatory continuous glucose
monitoring (CPT code 95251) is considerably greater. As noted in the RUC’s recommendations,
ambulatory continuous glucose monitoring requires approximately 30 minutes of physician time,
including interpretation of over 900 glucose values, overlaid with a patient log of several
variables (caloric intake, physical activity, symptoms of hypo-- or hyper--glycemia, and other
symptoms as they occur). Thus continuous glucose monitoring interpretation is a four-
dimensional analysis as opposed to a two dimensional analysis with CPT code 93268.

AACE urges CMS to reconsider its decision concerning CPT 95251 and to assign the RUC
recommended work value of at least 0.85 for this service.
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Education and Training for Patient Self-Management

AACE would like to take this opportunity to revisit a specific coding issue related to education
and training for patient self-management, CPT 2006 includes the following new codes for the
reporting of education and training for patient self-management:

98960 Education and training for patient self-management by a qualified, non-physician
health care professional using a standardized curriculum, face-to-face with the patient
(could include caregiver/family) each 30 minutes; individual patient

98961 2-4 patients

98962 5-8 patients.

In the final rule for 2006, CMS assigned a status indicator of “B” for these services, stating “they
are bundled into another covered service under Medicare.” We question this conclusion and
would like to note that these services would seem to fit into the Medicare statutory benefit
category of “incident to” services. Also, there should be no question about the clinical value of
these services for patients with conditions such as diabetes and asthma where education and
training have been demonstrated as contributing to improved health outcomes and where such
services have been incorporated into nationally recognized clinical practice guidelines, including
some developed and disseminated by the National Institutes of Health.

AACE has held two face-to-face meetings with representatives from CMS to discuss the rationale
behind this decision; however, to date a satisfactory answer has not been given.

CMS has recognized the importance of diabetes outpatient self-management training services by
conforming CMS regulation in the current proposed rule to be consistent with Section 5114 of the
DRA that adds diabetes self-management training services to the list of Medicare covered and
reimbursed services under the Medicare Federally Qualified Health Center benefit. AACE
commends CMS for this action and asks that the same consideration be given to diabetes
outpatient self-management training services when billed under the Physician Fee Schedule.

Coverage of codes 98960 — 96962 will support the implementation of this benefit through the
physician office and will improve access to proper medical care and prevent delayed disease
complications. CMS already supports G0108 and G0109 codes and these codes extend that
principle of providing and documenting nationally approved curricula for the improvement of our
patients’ health.

AACE requests that CMS reconsider its decision and change the status of these codes from
“bundled” to “active” and separately payable under the Medicare Physician Payment
Schedule. The AMA Relative Value Update Committee (RUC) recommended RVUs could
then be considered for assignment to these codes,

Sustainable Growth Rate (SGR) Formula

AACE believes the Medicare Sustainable Growth Rate (SGR) formula used to calculate annual
physician payment updates is flawed and should be repealed. Physicians once again face an
annual cut in reimbursement — calculated at 5.1% in 2007 — based on a methodology that has no
bearing on the medical needs of patients or the cost of providing care.
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AACE continues to work with the AMA, on behalf of organized medicine, in urging Congress to
pass legislation to replace the SGR formula with a system that reflects actual physician practice
costs. Continued utilization of this formula and failure to enact meaningful fixes to the system
will negatively impact quality through limited access to care.

Until Congress acts to replace the SGR, AACE urges CMS to use its administrative authority to
make adjustments to the SGR methodology, such as removing Part B drug payments from the
calculation of expenditures and including the full cost of new Medicare benefits and coverage
decisions in the SGR target. Congressional leaders from committees of jurisdiction in the
Congress have called on CMS to take similar action.

AACE urges CMS to take these necessary administrative steps to mitigate the 5.1% cut
scheduled for 2007. The promise of health care made to older Americans will be

undermined if annual physician payment cuts resulting from the SGR formula are not
addressed.

As America ages and substantial numbers of citizens become Medicare-eligible, it is clearly
inappropriate for federal policy to negatively impact the ability of physicians to provide care to
beneficiaries. Physicians simply cannot continue to absorb payment reductions, unfunded
mandates and the unpredictability of Medicare physician payment policy. The growing Medicare
population will find it increasingly difficult to find a physician who will accept them if
reimbursement rates are continually cut. The solo and small group practice will become
unsustainable, resulting in more expensive emergency care.

AACE appreciates this opportunity to comment on these important issues. We welcome any
further dialogue with CMS regarding the issues we have outlined in this letter. Please contact
Sara Milo at smilo@aace.com or 904-353-7878 with any questions.

Sincerely,

sy R

Steven M. Petak, MD, JD, FACE, FCLM,
President







CMS-1321-P-842

Submitter : thomas clark Date: 10/10/2006
Organization: acp
Category : Physician
[ssue Areas/Comments
Background
Background

The proposed changes will severly limit access for treatment in a population reaching the period when most of the complications of non treatment reach the most.
GENERAL

GENERAL

The cost of technology and trained personel required for effective treatment continues to increase. The other costs to maintain a practice for the elderly rises each
year.In our field of phlebology,timely ,effective outpatient treatment saves thousands of dollars,not only on very costly hospitalization,but cost of expensive wound
care and other expences of limb threatening risks.
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CMS-1321-P-843

Submitter : Mr. Eduardo Bhatia Date: 10/10/2006
Organization :  Puerto Rico Federal Affairs Administration (PRFAA)
Category : State Government

Issue Areas/Comments
Background

Background
CMS 1321 P: Geographical Practice Cost Indexes (GPCI); Practice Expense Components, Work Components, Work Floor
GENERAL

GENERAL
See Attachment in Word format entitled ‘PRFAA comments to CMS on GPCI [0oct06’

Page 41 of 187 October 11 2006 08:58 AM






e ——

CMS-1321-P-845

Submitter : kenneth wilhelm Date: 10/10/2006
Organization : kenneth wilhelm
Category : Physician
Issue Areas/Comments
Background
Background

Making these revisions as proposed will negatively impact Medicare population's access to highest quality care. These treatments at lower reimbursement rates will
_ limit the access to physicians who perform these procedures. ‘

GENERAL

GENERAL

I am responding to the CMS proposal of 8/8/06 regarding changes in the physician fee schedule for CPTcodes 36478 and 36479.
1. RVUs have consistently been reduced from 2005 levels:

a. 2006:46.91

b. 2007:43.53

c. 2008:40.84

Practice expenses consistently rise,(rent,utilities,salaries for staff,etc) it is exceedingly difficut to provide services at lower rate of reimbursement. Given the

limited number ot procedures that the average physcian can perform in a safe and effective manner per year guidelines will not be able to be met if RVU's continue
to fall.

2. Values for codes 36475 and 36476, radiofrequency vein ablation have been consistently higher than those for laser ablation:
d. 2006: 51.5
€. 2007: 47.77
f. 2008: 47.52

Each of these methods are comparable especially if initial capital acquistion cost ($45,000 for laser and $25,000 for RF) and the only difference is supply costs per
procedure is the cost of the RF catheter then the cost to the physician is probably higher for the laser ablation than the radiofrequency procedure.l would request that
the fully implemented, non-facility practice expense RVU for 36478 and 36475 be at the same level of 51.5.

Respectfully submitted,

Kenneth G Wilhelm M.D.
5333 McAuley Dr R-5017
Ypsilanti, Mi 48197

Impact

Impact
See comment below.

Provisions of the Proposed Rule

Provisions of the Proposed Rule

See comment below.
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CMS-1321-P-846

Submitter : Dr. Jodi Schoenhaus Date: 10/10/2006
Organization :  Cosmetic Foot, Ankle & Leg Vein Center
Category : Physician
Issue Areas/Comments
Background
Background

By implementing the changes proposed, physicians who accept Medicare assignment and Medicare's covering population, prospectively, will be limited in their
ability to provide and recieve care for the treatment of superficial venous insufficiency.

GENERAL

GENERAL
After reviewing the proposed changes for 2007, there are several issues of concern.
1. As the background information attests, superficial venous insufficiency is being treated by new and current modalities in an office setting. The procedures have

decrease the post op morbidity and long term recurrence rate. This in itself has saved Medicare a considerable amount of money as the procedure is not being
performcd in a hospital, no anesthetia is needed, and complication treatment rates and hospital stays are relatively nonexistent.

2. While the overall Medicare fee schedule will decrease 5.1%, additional cuts in the RVU's for codes 36478 and 36479 will make it extremely difficult to continue
to provide these treatments to Medicare's beneficiaries.

The rising cost of equipment (laser $38,000 and ultrasound $35,000), surgical pack of disposables and supply costs (over $400) and employment salaries which
must be performed by registered technicians ($70,000 /year plus benefits) will drive the cost of the treatment provided to rates with extremely high operating
expenses and inadequate reimbursement.

3. Radiofrequency ablation produces a similar result for superﬁcia] venous insufficiency. Although the supply costs for RF are higher on a case by case basis, the
start up cost and initial supply cost for laser is significantly higher.

I emplore you to implement that the non facility practice expense RVU for 36478 be comperable to the RVU for radiofrequency ablation 36475 at 51.5.
Impact

Impact

Medicare revisions to payment policies under the physician fee schedule for calendar year 2007 and other changes to payment under Part B

Specific focus: CPT 36478 and CPT 36479

Date: August 8, 2006

Provisions of the Propesed Rule

Provisions of the Proposed Rule

Surgical ligation and stripping was the standard treatment for superficial venous insufficiency. Until recent years, medical quality assurance has been enhanced with
the development of endovenous laser ablation and radiofrequency. These procedures are now being performed independently in an office setting. The long term
outcomes are more rejiable and the risk is much lower.
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CMS-1321-P-847

Submitter : Date: 10/10/2006
Organization:  American Academy of PM&R

Category : Health Care Provider/Association

Issue Areas/Comments

GENERAL

GENERAL
See Attachment

CMS-1321-P-847-Attach-1.DOC
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Acting Administrator

Vice-President

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1321-P

Treasurer P.O. Box 8015

eabstt Sardel, M0 Ba]tin]ore’ MD 21244-8015

34
B

Past President
oo M. G MO Re: Proposed Revisions to Payment Policies Under the Physician Fee Schedule for
Members-at-Lage Calendar Year 2007; CMS-1321-P

Dear Ms. Norwalk:

The American Academy of Physical Medicine and Rehabilitation (AAPM&R) appreciates
President, PASSOR this opportunity to submit comments on the Proposed Revisions to Payment Policies Under
o S, B0 the Physician Fee Schedule for Calendar Year 2007, as published in the August 22, 2006
AMA Delegate Federal Register.

g;eﬁiemp B i AAPM&R is the national medical specialty society of more than 7,000 board certified
Residant Physician Caunci physical medicine and rehabilitation physicians, also called physiatrists. Approximately 90%

Ed,t; of Archives QH"M " of all physiatrists practicing in the United States are members of AAPM&R. Physical

s, WD, MEH medicine and rehabilitation (PM&R), recognized as a board-certified medical specialty in
Council of State PM&R 1947, focuses on restoring function to people with problems ranging from simple physical

Society Presidents mobility issues to those with complex cognitive involvement. Physiatrists also treat patients
e with acute and chronic pain and musculoskeletal disorders, neurological disorders and those

in need of prostheses, orthoses and mobility devices.

Executive Director

L T W, e e bk CURRD
©MEBLEIRAGECT, LA

Reassignment and Physician Self-Referral Rules Relating to Diagnostic Tests
1. Reassignment of Professional Interpretations

In the August 22 Federal Register, CMS is proposing changes to the exceptions to
reassignment rules to address certain abusive situations involving “pod laboratories” which
would have the effect of applying the current rules on purchased interpretations, as set forth in
Ch. 1, Section 3.2.9.1 of the Medicare Claims Processing Manual, to reassignments permitted
under the exception for independent contractors.

This change would impose conditions on reassignment even more restrictive than those in
place prior to the Medicare Prescription Drug, Improvement, and Modernization Act of 2003
(MMA). Before the enactment of section 952 of the MMA, the rules related to purchased
interpretations only applied if the interpretation was applied off the premises of the billing
entity. CMS is now considering imposing those requirements even if the interpretation is
provided on the premises. Further, the proposed policy would undermine the intent of the
MMA which was to broaden the types of arrangements in which reassignment was permitted.
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AAPM&R contends this proposal is excessive in its endeavor to address abuses associated
with pod laboratories by also prohibiting various legitimate arrangements which do not
present risk of abuse. It is a common and well-established practice for physicians to enter into
independent contract arrangements with physician group practices to provide part-time
services at the offices of those physician groups. Such arrangements not only provide both
parties with financial flexibility but more importantly afford patients with access to specialty
care, especially in rural or other under-served areas.

Physiatrists, physicians specializing in physical medicine and rehabilitation, frequently
provide services on a contract basis to orthopedic and other physician practices. Under such
arrangements, the physiatrist sees patients in the offices of the orthopedic practice on a part-
time basis (e.g. a half a day a week) during which the physiatrist may perform consultations
or see new or established patients and may also order and/or perform electrodiagnostic tests.
The physiatrist reassigns his billing rights to the orthopedic practice as permitted under the
independent contractor exception to the reassignment rules and is typically compensated on
an hourly rate or percentage of collections basis. (Because these services are provided on the
premises of the billing entity, reassignment was permitted even before passage of section 952
of the MMA)

Electrodiagnosis, consisting typically of nerve conduction studies (NCSs) and
electromyography (EMG), provides medical data on the function of nerves and muscles to
assist in the diagnosis and treatment of neurological and musculoskeletal conditions.
Physiatrists and neurologists primarily perform these complicated procedures, often as an
extension of the physical examination.

Although the professional and technical components can, in theory, be performed by separate
individuals and thus billed separately under the Medicare fee schedule, from a clinical
standpoint we believe it is more appropriate for the physician to do both the technical portion
and the interpretation. We note that Medicare requires that the test be performed by a
physician or by a physical therapist certified by the American Board of Physical Therapy
Specialties as a qualified electrophysiologic clinical specialist (if state law permits the
therapist to perform such tests). There are relatively few physical therapists with the required
certification. For example, in 2004, less than one half of one percent of the most common
EMG service (Code 95860) was billed by physical therapists. This means that in the
overwhelming majority of cases, the technical component (TC) and the professional
component (PC) are performed by the physician.

If CMS were to adopt the policies under consideration, the physiatrist, in the above situation,
would be unable to furnish medically necessary diagnostic services such as EMGs in an
orthopedic practice because the physiatrist could not reassign the professional interpretation.
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AAPM&R believes this prohibition would have a negative effect on patient care, without any
corresponding benefit in terms of protecting the Medicare program. Part-time independent
contractor arrangements between physiatrists and physician groups increase beneficiary
access to physiatric services. Further, when those services are provided at a single site,
coordination of care between the physiatrist and other physician specialists, such as
orthopedists, is improved and in turn, can result in better patient outcomes. The coordination
of care at a single site also provides the Medicare patient with the convenience of seeing the
physiatrist and other physician specialist without having to travel to multiple locations.

If CMS were to implement its proposal these types of arrangements would be prohibited
because it would be impossible to meet any of the conditions applicable to purchased
interpretations. Thus, the physiatrist would be unable to perform the interpretation of the test
he or she orders for a patient under his or her care.

The implications of the proposed policy extend far beyond just physical medicine and
rehabilitation. The proposal would also prohibit a part-time independent contractor
pulmonologist from interpreting a pulmonary function test he or she orders for a patient; an
independent contractor cardiologist seeking a diagnosis for a cardiac patient could not
interpret an echocardiogram or stress test; and a neurologist could not interpret a motor nerve
conduction test even when all of these services are provided in the context of diagnosing and
treating the patient. AAPM&R does not believe CMS intended to disrupt these legitimate
arrangements which are well-established throughout the healthcare industry and which often
improve efficiency and beneficiary access and to care. In this spirit, AAPM&R urges CMS
not to impose these additional requirements with respect to reassignment of professional
interpretations.

2. Extension of Anti Mark-Up Rules to Physician Interpretations

Also in the proposed regulation, CMS is considering to extend to purchased interpretations
the anti mark-up rule applicable to technical components of diagnostic tests. This would
mean that the bill to Medicare would not be permitted to exceed the amount the billing entity
paid the contracted physician who performed the interpretation. AAPM&R believes, again,
that this too would undermine a number of legitimate relationships such as those described
above in which the interpretation is performed on the premises of the billing entity which
incurs the overhead associated with the service. Further, the service is generally an integral
part of patient diagnosis and treatment performed by the independent contractor physician. If
the anti mark-up rule is extended to professional component services, the billing entity that
provides all of the overhead associated with the interpretation (e.g. office space,
transcriptionist services, patient scheduling, and billing) could not be compensated for these
expenses.
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File Code CMS—1321—P

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1321-P, Mail Stop C4-26-05
7500 Security Boulevard

Baltimore, MD 21244-1850

Re: HHS, CMS - Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule For Calendar Year 2007 and Other Changes to
Payment Under Part B; Proposed Rule - Federal Register Vol. 71, No. 162,
August 22, 2006

CMS—1321—P: Geographical Practice Cost Indexes (GPCI); Practice
Expense Components, Work Components, Work Floor

| would like to take this opportunity to write to you regarding the Geographical Practice
Cost Indexes (GPCIl) proposed for the Commonwealith of Puerto Rico by the Centers For
Medicaid Services (CMS), as published in the August 22, 2005 Federal Register.
Specifically | write to urge that you reconsider the Work and Practice Expense
components of the GPCl as well as, the prudence of maintaining the Work Floor. In
each case, we believe the GPCI should be revised to reflect operational cost increases
particular to Puerto Rico.

In this effort, HHS and CMS should account for the individual characteristics of our
Commonwealth as well as those of the any State’s particular care marketplace. We
counsel such action as the best means of ensuring that any final rule builds upon the
successes which Puerto Rico and the States have had in expanding access and
controlling the cost of care without undermining the fundamental incentives of our care
market. In doing so, we believe HHS and CMS can achieve an outcome which does not
weaken existing incentives for individual care providers to continue to render needed
services for our Commonwealth and its citizens.

To our view, the following four (4) characteristics of the island care market merit
additional consideration:

1. Nurse Wage Cost: Law Number 27, enacted on July 20, 2005, regulates nurse
salaries in both the public and private sectors, excepting locations that only employ
one nurse. The law has a three year phase-in period, commencing in October 2006.
Prior to the mandated wage increases, the median nurse salary in Puerto Rico was
approximately half of that in the U.S. After adjusting for the mandated increases, the
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wage index increases from .500 to .593. The vast majority of nurses in Puerto Rico
qualify for the mandated increase, because of educational and work experience.
The employee wage index represents 39.1% of the Practice cost GPCI, therefore the
Practice cost GPCl should increase by .036. The current Practice cost index for
Puerto Rico is .699, and with the proposed adjustment, it should increase to .735.

In addition, Puerto Rico is one of the geographic areas that would be directly affected
by the proposed elimination of the work floor of 1.000. The proposed work GAF
for Puerto Rico in CY 2006 is 0.0905 and for CY 2007 is 0.883. Upon adjustment for
the median wage for nurses following the legislatively mandated raises, the
component should reflect an increase to 0.924 for both years, when adjusting for the
increase in the median hourly wages for nurses and recalculating weights.

. Water Costs: The costs for both basic utilities in Puerto Rico, water and electricity,

have risen dramatically over the last several years. The Puerto Rico Water
Authority, faced with crippling deficits, raised its rates anywhere from 166% percent
to 387%. As an example, the base residential charge increased from $8 to $32, or a
300 percent increase, effective July 1, 2006. Given that the increases are of recent
implementation, the rent index used for purposes of the Practice Expense GPCI
calculation does not reflect this increase. The 2005 reported rent index for Puerto
Rico is 0.631, or an 8.3% reduction from the previous reported index of 0.688. No
index is reported in the draft regulation for 2006. Based on Census data, water costs
represent 5% of gross rent, prior to the rate increase. Rent index represents 27.6%
of the Practice Expense GPCI; therefore, the GPCI should be adjusted to reflect the
increase. The corresponding increase would be 0.026 (rent index * [1 + (rent
index)(% gross rent affected)(% cost increase).

. Electricity Costs: The costs for both basic utilities in Puerto Rico, water and

electricity, have risen dramatically over the last several years. Electricity rates in
Puerto Rico are significantly higher than the rates in the U.S. In 2003, the average
kilowatt hour in Puerto Rico cost 12.61 cents, while the same kilowatt hour in the
U.S. cost 7.42 cents. In 2005, the increase in the power rates for Puerto Rico was
24% while in the US that same increase averaged out to 12%. Therefore, the
corresponding GPCI for Puerto Rico should reflect that differential in rates. Using
2000 US Census data, electricity costs account for 10.6% of the median gross rent
paid for a two bedroom apartment. Applying the 12% increase to 10.6% of the rent
index yields an increase of 0.008. Given that 27.6% of the Practice Expense GPCl is
comprised by the rent index, the corresponding increase in the component due to
electricity rate cost differentials would be 0.002.

. Transportation Costs: Transportation costs in Puerto Rico are estimated to be

approximately 15% higher than in the Continental U.S as reported by Waltham in
“Updating the Geographic Practice Cost Index: The Practice Expense GPCI. Final
Report and Appendices to Final Report”, Health Economics Research, Inc.
Therefore, we recommend that there be an adjustment to the portion of the Practice
Expense GPCI in the amount of 0.002, to account for transportation costs.
Approximately 4.4% of the total import costs are because of transportation costs.
The equipment and supplies cost accounts for 33.3% of the Practice Expense Index.
The ftransportation cost portion corresponds to 1.5% of the total cost
((.333*.044)*100).  Increasing this portion by the 15% add-on for increased
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transportation costs to Puerto Rico yields a 1.7% share ((0.015*1.15)*100). Hence,
the adjustment increased transportation costs would be 0.002 (0.017-0.015).

For the above stated reasons, in the case of Puerto Rico, the Commonwealth asks the
Department and CMS to reevaluate the Practice Expense and Work components of the
GPCIl as well as the prudence of maintaining the work floor. Where the Practice
Expense is concerned the cumulative suggested adjustments result in a component of
.763 up from .699. For the Work GPCI, suggested adjustments put the necessary
change on the order of .018 up from .906 to .924.

In recent years, States and the Commonwealth have succeeded in our efforts to provide
competitive and worthwhile health care precisely because of our ability to be creative,
flexible and responsive to our local conditions—our population and our health care
market place. The Commonwealth is concerned that without adequately accounting for
the above listed factors which, by their nature are market specific to Puerto Rico, the
proposed rule and subsequent action shall undermine our contmumg efforts to improve
the quality and accessibility of care in Puerto Rico.

On behalf of the Commonwealth, | urge the Department and CMS to reconsider the
GPCl in light of those factors particular to Puerto Rico.

Sincerely,

il

Eduardo Bhatia, Esq.
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CMS—1321—P: Geographical Practice Cost Indexes (GPCIl); Practice
Expense Components, Work Components, Work Floor

| would like to take this opportunity to write to you regarding the Geographical Practice
Cost Indexes (GPCI) proposed for the Commonwealth of Puerto Rico by the Centers For
Medicaid Services (CMS), as published in the August 22, 2005 Federal Register.
Specifically | write to urge that you reconsider the Work and Practice Expense
components of the GPCI as well as, the prudence of maintaining the Work Floor. In
each case, we believe the GPCI should be revised to reflect operational cost increases
particular to Puerto Rico.

In this effort, HHS and CMS should account for the individual characteristics of our
Commonwealth as well as those of the any State’s particular care marketplace. We
counsel such action as the best means of ensuring that any final rule builds upon the
successes which Puerto Rico and the States have had in expanding access and
controlling the cost of care without undermining the fundamental incentives of our care
market. In doing so, we believe HHS and CMS can achieve an outcome which does not
weaken existing incentives for individual care providers to continue to render needed
services for our Commonwealth and its citizens.

To our view, the following four (4) characteristics of the island care market merit
additional consideration:

1. Nurse Wage Cost: Law Number 27, enacted on July 20, 2005, regulates nurse
salaries in both the public and private sectors, excepting locations that only employ
one nurse. The law has a three year phase-in period, commencing in October 2006.
Prior to the mandated wage increases, the median nurse salary in Puerto Rico was
approximately half of that in the U.S. After adjusting for the mandated increases, the
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wage index increases from .500 to .593. The vast majority of nurses in Puerto Rico
qualify for the mandated increase, because of educational and work experience.
The employee wage index represents 39.1% of the Practice cost GPCI, therefore the
Practice cost GPCI should increase by .036. The current Practice cost index for
Puerto Rico is .699, and with the proposed adjustment, it should increase to .735.

In addition, Puerto Rico is one of the geographic areas that would be directly affected
by the proposed elimination of the work floor of 1.000. The proposed work GAF
for Puerto Rico in CY 2006 is 0.0905 and for CY 2007 is 0.883. Upon adjustment for
the median wage for nurses following the legislatively mandated raises, the
component should reflect an increase to 0.924 for both years, when adjusting for the
increase in the median hourly wages for nurses and recalculating weights.

2. Water Costs: The costs for both basic utilities in Puerto Rico, water and electricity,
have risen dramatically over the last several years. The Puerto Rico Water
Authority, faced with crippling deficits, raised its rates anywhere from 166% percent
to 387%. As an example, the base residential charge increased from $8 to $32, ora
300 percent increase, effective July 1, 2006. Given that the increases are of recent
implementation, the rent index used for purposes of the Practice Expense GPCI
calculation does not reflect this increase. The 2005 reported rent index for Puerto
Rico is 0.631, or an 8.3% reduction from the previous reported index of 0.688. No
index is reported in the draft regulation for 2006. Based on Census data, water costs
represent 5% of gross rent, prior to the rate increase. Rent index represents 27.6%
of the Practice Expense GPCI; therefore, the GPCI should be adjusted to reflect the
increase. The corresponding increase would be 0.026 (rent index * [1 + (rent
index)(% gross rent affected)(% cost increase).

3. Electricity Costs: The costs for both basic utilities in Puerto Rico, water and
electricity, have risen dramatically over the last several years. Electricity rates in
Puerto Rico are significantly higher than the rates in the U.S. In 2003, the average
kilowatt hour in Puerto Rico cost 12.61 cents, while the same kilowatt hour in the
U.S. cost 7.42 cents. In 2005, the increase in the power rates for Puerto Rico was
24% while in the US that same increase averaged out to 12%. Therefore, the
corresponding GPCI for Puerto Rico should reflect that differential in rates. Using
2000 US Census data, electricity costs account for 10.6% of the median gross rent
paid for a two bedroom apartment. Applying the 12% increase to 10.6% of the rent
index yields an increase of 0.008. Given that 27.6% of the Practice Expense GPCl is
comprised by the rent index, the corresponding increase in the component due to
electricity rate cost differentials would be 0.002.

4. Transportation Costs: Transportation costs in Puerto Rico are estimated to be
approximately 15% higher than in the Continental U.S as reported by Waltham in
“Updating the Geographic Practice Cost Index: The Practice Expense GPCI|. Final
Report and Appendices to Final Report”, Health Economics Research, inc.
Therefore, we recommend that there be an adjustment to the portion of the Practice
Expense GPCI in the amount of 0.002, to account for transportation costs.
Approximately 4.4% of the total import costs are because of transportation costs.
The equipment and supplies cost accounts for 33.3% of the Practice Expense Index.
The ftransportation cost portion comesponds to 1.5% of the total cost
((.333*.044)*100). Increasing this portion by the 15% add-on for increased







—_—

transportation costs to Puerto Rico yields a 1.7% share ((0.015*1.15)*100). Hence,
the adjustment increased transportation costs would be 0.002 (0.017-0.015).

For the above stated reasons, in the case of Puerto Rico, the Commonwealth asks the
Department and CMS to reevaluate the Practice Expense and Work components of the
GPCI as well as the prudence of maintaining the work floor. Where the Practice
Expense is concerned the cumulative suggested adjustments resuit in a component of
.763 up from .699. For the Work GPCI, suggested adjustments put the necessary
change on the order of .018 up from .906 to .924.

In recent years, States and the Commonwealth have succeeded in our efforts to provide
competitive and worthwhile health care precisely because of our ability to be creative,
flexible and responsive to our local conditions—our population and our health care
market place. The Commonwealth is concerned that without adequately accounting for
the above listed factors which, by their nature are market specific to Puerto Rico, the
proposed rule and subsequent action shall undermine our continuing efforts to improve
the quality and accessibility of care in Puerto Rico.

On behalf of the Commonwealth, | urge the Department and CMS to reconsider the
GPCl in light of those factors particular to Puerto Rico.

Sincerely,

Eduardo Bhatia, Esq.
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Comments:
CMS-1321-P

REASSIGNMENT AND PHYSICIAN SELF-REFERRAL

CMS has proposed that:

e If the technical component of a diagnostic test is billed by a physician or
medical group under a contractual agreement with another supplier who
performs the service, the physician or group that bills must perform the
interpretation of the study.

o—We support this proposal. It should not be possible to bypass the
purchased diagnostic/anti-markup rules using the liberalized reassignment
rules.

In addition CMS is considering that:

o The test is ordered by the physician whe is financially independent of the
group performing the test and of the physician or group performing the
interpretation.

e The physician or group performing the interpretation does not see the
patient (i.e. only sees the patient for the purposes of furnishing an
interpretation); and

e The physician or group billing for the interpretation also performed the
technical component of the test.

The interpretation of the first paragraph is not clear to me. Possible interpretations
include:

e That “financially independent of the group performing the test” means the
group i.e. clinical practice billing for the test. If that is true and the CMS were
to adopt the above changes under consideration, contractual arrangements
between practices and pathology groups would no longer comply with the
assignment rules, because the physician who orders the test is part of the
group that bills for the test and the interpretation. This rule will then
essentially prohibit the practice of billing for internalized practices by clinical
groups. In as far as that is the intent than institution of above rules are called
for. If the intent is to prevent abuse then such a measure may not be called
for.

o The second and more probable interpretation is that the technical services
(processing) are performed by a group that is financially independent of the
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ordering physician. Likewise it states that the pathologist/group contracted to
provide the professional component, i.e. interpretation, has no financial
interest in the group. This is an ideal non-abusive situation in as far as the
contracting pathologist/group is paid a fair market value negotiated at an arms
length for the services provided, and the reimbursement is not bundled in
some kind of a flat fees which has the potential of unduly benefiting either the
interpreting group or the practice.

e This last proposal regarding technical component, on the face of it, appears
appropriate. However, when the current practice of histology is considered it
may not be the most appropriate action for the following reasons;

o It is well established that we have a shortage of histotechnologists.
Either as an internal service at the site of practice or as a “pod lab” the
cost involved and the lack of adequately trained staff will inevitable
lead to cutting corners by the group which may or may not be abusive
to Medicare system but is guaranteed to compromise the quality of the
slide preparation and therefore the service to the patient. This
indirectly is abusive of the system. Rather than making it compulsory
to perform the technical component if billing the (performed in-house)
interpretation, it may be prudent to allow technical component to be
performed by well established laboratories which have all the required
supervision and credentialing by the appropriate national and local
agencies. In fact if the practice decides to perform histological
processing it should be mandatory that their work is mandated by all
the national and local credentialing agencies and rules at a minimum.
It is obvious that when the practices internalize processing they will
not internalize all the facets such as special procedures, Immunostains
and esoteric testing. All or some of these may be necessary for an
adequate interpretation of a sample. The specimen will then be unduly
split in various laboratories, with all the consequences in terms of
delay, mistakes in identification and reporting of the specimens etc.

e For all of the above reasons, we would oppose expansion of the purchased
interpretation rules in the fashion proposed by CMS.

The CMS has further solicited comments, in particular, with reference to certain
additional issues, including;

o  Whether diagnostic tests in the DHS category of radiology and certain other
imaging services should be excepted from any of these provisions;

o This will be differential treatment for different subspecialties and leave
those not included open for abuse of the system. _We would oppose this

proposal.
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o  Whether any of these provisions should apply to services performed on the
premises of the billing entity and if so, how to define the premises
appropriately;

o The arrangement which has least potential for patient and system abuse is
when the services are performed on the premises of the billing entity and
not a centralized building, such as a pod lab.. More importantly it should
be evident that a practice may not have enough space to legitimately
situate a pathologist at their current practice site. In that case if the practice
leases a space in another building or contiguous to the practice site in the
same building, independent of any other practice it should be considered
the practices premises.

o We oppose expanding the rules for services performed on the
practice’s premises.

e In addition, CMS is soliciting comments on whether an anti-markup
provision should apply to the reassignment of the PC of diagnostic tests
performed under a contractual arrangement, and if so, how to determine the
correct amount that should be billed to the Medicare.

o It is appropriate to require that the rates paid to the contracting
group/pathologist are fair market value, and, reflect on a prorated basis
their cost of malpractice and other costs which the practice will have had
to pay such as health insurance, retirement plans etc.

o The term “significant discount” has been in place with out clear definition.
It is praiseworthy that CMS is planning to define that term. To determine
the correct amount to be billed to Medicare I would suggest the following;

o Any full service pathology practice assumes the following charges as over
head when providing pathology services traditionally;

= Cost of billing (7-10%)

= Facility overheads (20-25%)
These costs are now taken over by the billing clinical practice on whose
site the services are being provided.
Medicare’s current fee schedule and the rules to determine them
incorporate all the above costs. It is fair to allow the billing practice to
recoup these costs, especially if intending to bring pathology in-house to
increase quality of patient care, and not simply to make money at the
expense of a pathologist. Then the clinical practice should be
allowed/mandated to pay -60% of the Medicare fee schedule to the
pathologist/group and be able to keep remaining ~40% of the Medicare
schedule to recoup their cost.
Although Medicare does not make rules for the private payers, a similar
formula established as an average calculated reimbursement for private
payers, should be considered as an alternative fair market value safe
harbor for the pathologist/group contracted. Such a fair market value
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formula should be then within the parameters of arms length negotiations
without infringing anti-markup provisions or anti-kickback or swap rules.

o In addition, CMS is proposing to change the definition of “centralized building”
to include a minimum square footage of 350 square feet.

o This is appropriate for a facility which is only used by a pathologist for the
purposes of interpretation of the specimens, storage and ancillary staff if
needed.

o On the other hand 350 square feet will be grossly insufficient for a genuine
histology laboratory with the required staff etc. In this situation a minimum of
1000 square feet should be necessitated. In addition it is important for the
practice to define what services are provided in-house when a facility bills for
technical processing and what component of the services may be send to
outside facilities and billed. Most specimens and diagnostic standards today
require additional tests such as immunohistochemistry. If a practice intends to
bring in histology only to make money of the histology reimbursement and
sends out all special stains etc., either for the performing facility to bill or to
buy them and add to their services with a mark up it will clearly be abuse of
the system. '

o Whether there should be exception to any minimum square foot requirement.

o As stated above a practice may not have enough space to legitimately situate a
pathologist at their current practice site. In that case if the practice leases a
space in another building or contiguous to the practice site in the same
building, independent of any other practice it should be considered the
practices premises. ’

o Centralized building permanently contains the necessary equipment to perform
substantially all of the DHS.
O

o It is imperative that the practice billing should provide all the equipment to
ensure their stake in the services. Therefore if they are only billing for and
contracting for interpretation than each “pod” should provide for it’s own
permanently placed microscope, computer system as needed, slide filing and
storage etc.

o In case histology services are being performed in the pod the same should
apply. It remains imperative not to mix samples from various practices given
the restraints of adequate full time staff such practices will entail. Each pod in
a centralized building should own and maintain its own equipment.

o It is important that when finalizing the space and needed instrument
requirements the exact allowed use for the pod is defined and the
equipment and staffing needs outlined.
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o Finally CMS has solicited comments on whether a group practice should be
allowed to maintain a centralized building in a state different from the state of
primary practice

o The issue of allowing a different state “with in a certain number of miles”
underlies possible problems with this concept. Allowing interstate contract
within certain miles of the practices primary sites is an appropriate
consideration as a practice may be utilizing a (literally) local pathology group
in the next states bordering town. If the miles from the practice site are
considered important to avoid patient and system abuse than the distance
parameter should be used for all services irrespective of the state, considering
the practice and group can be more than a 1000 miles away and still be in the
same state in some cases. In this day and age where large laboratories daily
use centralized facilities thousands of miles away and it is no more necessary
to have a radiologist in the same country let alone a state or town, it is only
appropriate not to institute such a constraint.

Thank you for considering these comments and for the timely effort CMS has undertaken
to address these issues. Please feel free to contact me if needed.

Submitted by:

M. Nasar Qureshi, MD, PhD
President,

QDx Pathology Services, Inc,
11 Ellington Place,
Englewood Cliffs, NJ 07632

Ph: (201) 951 7233
Email: EMESProfessional@aol.com







-__
H &4 -2

Comments:
CMS-1321-P

REASSIGNMENT AND PHYSICIAN SELF-REFERRAL

CMS has proposed that:

e If the technical component of a diagnostic test is billed by a physician or
medical group under a contractual agreement with another supplier who
performs the service, the physician or group that bills must perform the
interpretation of the study.

e—We support this proposal. It should not be possible to bypass the
purchased diagnostic/anti-markup rules using the liberalized reassignment
rules.

In addition CMS is considering that:

o The test is ordered by the physician who is financially independent of the
group performing the test and of the physician or group performing the
interpretation.

¢ The physician or group performing the interpretation does not see the
patient (i.e. only sees the patient for the purposes of furnishing an
interpretation); and

e The physician or group billing for the interpretation also performed the
technical component of the test.

The interpretation of the first paragraph is not clear to me. Possible interpretations
include:

o That “financially independent of the group performing the test” means the
group i.e. clinical practice billing for the test. If that is true and the CMS were
to adopt the above changes under consideration, contractual arrangements
between practices and pathology groups would no longer comply with the
assignment rules, because the physician who orders the test is part of the
group that bills for the test and the interpretation. This rule will then
essentially prohibit the practice of billing for internalized practices by clinical
groups. In as far as that is the intent than institution of above rules are called
for. If the intent is to prevent abuse then such a measure may not be called
for.

e The second and more probable interpretation is that the technical services
(processing) are performed by a group that is financially independent of the
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ordering physician. Likewise it states that the pathologist/group contracted to
provide the professional component, i.e. interpretation, has no financial
interest in the group. This is an ideal non-abusive situation in as far as the
contracting pathologist/group is paid a fair market value negotiated at an arms
length for the services provided, and the reimbursement is not bundled in
some kind of a flat fees which has the potential of unduly benefiting either the
interpreting group or the practice.

e This last proposal regarding technical component, on the face of it, appears
appropriate. However, when the current practice of histology is considered it
may not be the most appropriate action for the following reasons;

o It is well established that we have a shortage of histotechnologists.
Either as an internal service at the site of practice or as a “pod lab” the
cost involved and the lack of adequately trained staff will inevitable
lead to cutting corners by the group which may or may not be abusive
to Medicare system but is guaranteed to compromise the quality of the
slide preparation and therefore the service to the patient. This
indirectly is abusive of the system. Rather than making it compulsory
to perform the technical component if billing the (performed in-house)
interpretation, it may be prudent to allow technical component to be
performed by well established laboratories which have all the required
supervision and credentialing by the appropriate national and local
agencies. In fact if the practice decides to perform histological
processing it should be mandatory that their work is mandated by all
the national and local credentialing agencies and rules at a minimum.
It is obvious that when the practices internalize processing they will
not internalize all the facets such as special procedures, Immunostains
and esoteric testing. All or some of these may be necessary for an
adequate interpretation of a sample. The specimen will then be unduly
split in various laboratories, with all the consequences in terms of
delay, mistakes in identification and reporting of the specimens etc.

e _For all of the above reasons, we would oppose expansion of the purchased
interpretation rules in the fashion proposed by CMS.

The CMS has further solicited comments, in particular, with reference to certain
additional issues, including;

o  Whether diagnostic tests in the DHS category of radiology and certain other
imaging services should be excepted from any of these provisions;

o This will be differential treatment for different subspecialties and leave
those not included open for abuse of the system._We would oppose this

proposal.
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o  Whether any of these provisions should apply to services performed on the
premises of the billing entity and if so, how to define the premises
appropriately;

o The arrangement which has least potential for patient and system abuse is
when the services are performed on the premises of the billing entity and
not a centralized building, such as a pod lab.. More importantly it should
be evident that a practice may not have enough space to legitimately
situate a pathologist at their current practice site. In that case if the practice
leases a space in another building or contiguous to the practice site in the
same building, independent of any other practice it should be considered
the practices premises.

o We oppose expanding the rules for services performed on the
practice’s premises.

e In addition, CMS is soliciting comments on whether an anti-markup
provision should apply to the reassignment of the PC of diagnostic tests
performed under a contractual arrangement, and if so, how to determine the
correct amount that should be billed to the Medicare.

o It is appropriate to require that the rates paid to the contracting
group/pathologist are fair market value, and, reflect on a prorated basis
their cost of malpractice and other costs which the practice will have had
to pay such as health insurance, retirement plans etc.

o The term “significant discount” has been in place with out clear definition.
It is praiseworthy that CMS is planning to define that term. To determine
the correct amount to be billed to Medicare I would suggest the following;

o Any full service pathology practice assumes the following charges as over
head when providing pathology services traditionally;

= Cost of billing (7-10%)

» Facility overheads (20-25%)
These costs are now taken over by the billing clinical practice on whose
site the services are being provided.
Medicare’s current fee schedule and the rules to determine them
incorporate all the above costs. It is fair to allow the billing practice to
recoup these costs, especially if intending to bring pathology in-house to
increase quality of patient care, and not simply to make money at the
expense of a pathologist. Then the clinical practice should be
allowed/mandated to pay -~60% of the Medicare fee schedule to the
pathologist/group and be able to keep remaining ~40% of the Medicare
schedule to recoup their cost.
Although Medicare does not make rules for the private payers, a similar
formula established as an average calculated reimbursement for private
payers, should be considered as an alternative fair market value safe
harbor for the pathologist/group contracted. Such a fair market value
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formula should be then within the parameters of arms length negotiations
without infringing anti-markup provisions or anti-kickback or swap rules.

o In addition, CMS is proposing to change the definition of “centralized building”
to include a minimum square footage of 350 square feet.

o This is appropriate for a facility which is only used by a pathologist for the
purposes of interpretation of the specimens, storage and ancillary staff if
needed.

o On the other hand 350 square feet will be grossly insufficient for a genuine
histology laboratory with the required staff etc. In this situation a minimum of
1000 square feet should be necessitated. In addition it is important for the
practice to define what services are provided in-house when a facility bills for
technical processing and what component of the services may be send to
outside facilities and billed. Most specimens and diagnostic standards today
require additional tests such as immunohistochemistry. If a practice intends to
bring in histology only to make money of the histology reimbursement and
sends out all special stains etc., either for the performing facility to bill or to
buy them and add to their services with a mark up it will clearly be abuse of
the system.

o Whether there should be exception to any minimum square foot requirement.

o As stated above a practice may not have enough space to legitimately situate a
pathologist at their current practice site. In that case if the practice leases a
space in another building or contiguous to the practice site in the same
building, independent of any other practice it should be considered the
practices premises. ‘ ‘

o Centralized building permanently contains the necessary equipment to perform
substantially all of the DHS.
o

o It is imperative that the practice billing should provide all the equipment to
ensure their stake in the services. Therefore if they are only billing for and
contracting for interpretation than each “pod” should provide for it’s own
permanently placed microscope, computer system as needed, slide filing and
storage etc.

o In case histology services are being performed in the pod the same should
apply. It remains imperative not to mix samples from various practices given
the restraints of adequate full time staff such practices will entail. Each pod in
a centralized building should own and maintain its own equipment.

o It is important that when finalizing the space and needed instrument
requirements the exact allowed use for the pod is defined and the
equipment and staffing needs outlined.
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o Finally CMS has solicited comments on whether a group practice should be
allowed to maintain a centralized building in a state different from the state of
primary practice

o The issue of allowing a different state “with in a certain number of miles”
underlies possible problems with this concept. Allowing interstate contract
within certain miles of the practices primary sites is an appropriate
consideration as a practice may be utilizing a (literally) local pathology group
in the next states bordering town. If the miles from the practice site are
considered important to avoid patient and system abuse than the distance
parameter should be used for all services irrespective of the state, considering
the practice and group can be more than a 1000 miles away and still be in the
same state in some cases. In this day and age where large laboratories daily
use centralized facilities thousands of miles away and it is no more necessary
to have a radiologist in the same country let alone a state or town, it is only
.appropriate not to institute such a constraint.

Thank you for considering these comments and for the timely effort CMS has undertaken
to address these issues. Please feel free to contact me if needed.

Submitted by:

M. Nasar Qureshi, MD, PhD
President,

QDx Pathology Services, Inc,
11 Ellington Place,
Englewood Cliffs, NJ 07632

Ph: (201) 951 7233
Email: EMESProfessional@aol.com
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Centers for Medicare & Medicaid Services
Department of Health & Human Services
Room 445-G, Hubert H. Humphrey Bldg
200 Independence Ave., SW

Washington, DC 20201

ATTN: CMS-1321-P

Re: Comments on Medicare Program; Revision to Payment Policies Under the Physician

Fee Schedule for Calendar Year 2007 and Other Changes to Payment Under Part B,
Proposed Rule (71 Fed. Reg. 48982, August 22, 2006).

IMPACT - V. Regulatory Impact Analysis
» Criteria for National Certifying Bodies ~ Advanced Practice Nurses

Dear Sir/Madam:

The American Association of Nurse Anesthetists (AANA) welcomes the opportunity to
comment on the proposed rule for the Medicare Program; Revision to Payment Policies Under
the Physician Fee Schedule for Calendar Year 2007 and Other Changes to Payment Under
Part B. (7] Fed. Reg. 48982, Aug. 22, 2006) The AANA is submitting comments for Section
V. Regulatory Impact Analysis. We are particularly concerned with the combined impact of
the proposed -5.1 percent Physician Fee Schedule (PFS) cut with Centers for Medicare &
Medicaid Services’ (CMS’) proposed 10 percent cut in work values for all practitioner
services on nurse anesthesia practice and Medicare beneficiaries’ access to anesthesia
services. We have also included comments on the AANA’s willingness to work with CMS on
its list of recognized and approved national certifying bodies for the certification of advanced
practice registered nurses, knowing that CMS already recognizes the certifying bodies
relevant to Certified Registered Nurse Anesthetists. ’
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The AANA is the professional association for more than 36,000 Certified Registered Nurse
Anesthetists (CRNAs) and student nurse anesthetists representing over 90 percent of the nurse

anesthetists in the United States.

CRNA s are advanced practice nurses who administer about 27 million anesthetics given to
patients each year in the United States, according to the 2005 AANA Member Survey. Nurse
anesthetists have provided anesthesia in the U.S. for over 150 years, and high quality, cost
effective CRNA services continue to be in high demand. CRNA services include
administering the anesthetic, monitoring and interpreting the patient's vital signs, and
managing the patient throughout the surgery. CRNAs also provide assessment and evaluation
for acute and chronic pain r’nanagement services. CRNAs provide anesthesia for a wide
variety of surgical cases and are the sole anesthesia providers in almost 70 percent of rural
hospitals, affording these medical facilities obstetrical, surgical, and trauma stabilization, and
pain management capabilities. Nurse anesthesia predominates in Veterans Hospitals and in
the U.S. Armed Forces. CRNAs work in every setting in which anesthesia is delivered
including hospital surgical suites and obstetrical delivery rooms, ambulatory surgical centers
(ASCs), pain management units and the offices of dentists, podiatrists, and all varieties of

specialty surgeons.

IMPACT

Need to Reform Current SGR Formula

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

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

CMS has noted that two of the most volatile factors used to calculate the SGR are the number

of fee-for-service enrollments and gross domestic product (GDP). Linking Medicare

American Association of Nurse Anesthetists Office of Federal Government Affairs
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expenditures to GDP growth burdens both the healthcare community and Medicare patients

for any economic slowdown.

Further, the SGR as it is calculated does not use the most current figures related to the rising
costs of drugs and new technology, the increases in malpractice premiums, and the growth in
Medicare utilization over projected amounts. Therefore, the SGR calculated minus 5.1
percent estimate for the 2007 physician fee schedule update does not accurately account for

these actual increases in health care provider costs for quality services.

SGR Cuts + RVU Cuts =
Drastic, Unprecedented and Unjustified Cuts for Anesthesia Services

The SGR driven —5.1 percent cut is not the only cut anesthesia providers would face. Piled on
top of the SGR cut is CMS’ proposed 10 percent budget neutrality adjustor cut for Relative
Value Unit (RVU) work values. This means that beginning in 2007, anesthesia providers
would face a whopping 13 percent cut in payment for their already undervalued services.
Additionally, these slated cuts for anesthesia services are not congruent with CMS’ call for
healthcare providers to participate in Pay for Performance programs, nor with its goal of
rewarding healthcare providers for taking the initiative to improve quality and patient safety.
The Institute of Medicine found in its 2000 report To Err is Human that anesthesia is 50 times
safer than 20 years previous.' In effect, with CRNAs providing approximately 27 million
anesthetics each year, these cuts to anesthesia payment completely discount CRNAs long-

standing initiative in improving quality and patient safety in the field of anesthesia.

- The scale of these cumulative anesthesia reimbursement cuts compels us to underscore our
previous comments to the agency on this subject. As we stated in our comment to CMS dated
August 21, 2006 on its July 29, 2006, proposed notice we are very concerned with the impact
applying budget neutrality on such a large scale to pay for increased values for some
evaluation and management (E/M) services will have on nurse anesthesia practice and
Medicare beneficiaries’ access to anesthesia services. (71 FR 37170, 07/29/06 - Medicare

'Kohn L, Corrigan J, Donaldson M, ed. To Err is Human. Institute of Medicine, National Academy Press, Washington DC,
2000.
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Program; Five-Year Review of Work Relative Value Units Under the Physician Fee Schedule
and Proposed Changes to the Practice Expense Methodology)

We understand the importance of valuing healthcare services accurately. Accurate values
allow providers to continue to provide Medicare beneficiaries with access to a wide range of
necessary services. However, the CMS’ imposition of such a drastic, unprecedented and

unjustified budget neutrality adjustor to pay for increasing the work value of some services

over others would have exactly the opposite effect, and threatens wide-ranging and poorly

understood negative impacts on patients’ access to healthcare services.

With these work value cuts alone, Medicare payment for an average anesthesia service would
lie far below its level in 1992, adjusting for inflation.? * At no other time has there been such
a drastic cut in work values. In addition, CMS proposes to make these cuts without due
consideration of the fact that Medicare already undervalues anesthesia services at 37 percent
of market rates, while most physician services are reimbursed at about 80 percent of the

market level.

CMS’ proposed cut would cause an unprecedented shift in payment from certain groups of
providers to other providers. Such a momentous shift calls for a thorough understanding of
the effects this would have on Medicare beneficiaries’ access to @il healthcare services. A
comprehensive assessment of this impact on patient access remains absent from CMS’

equations.

CRNA Continued Contribution to Pay for Performance Initiatives
We are also acutely aware that CMS and Congress are rapidly moving forward with plans to

promote provider-level quality performance measures and institute a Pay for Performance
payment system. We understand that under Pay for Performance proposals Medicare Part B

providers would be paid according to the quality and efficiency of the services they provide.

% An average anesthesia service is 12 units, times the mean Medicare anesthesia conversion factor for that year.
The mean anesthesia CF in 1992 was $15.75; in 2006, $17.76; and for 2007 it would be $15.68.
3 CMS Medicare Carrier Manual Transmittal 1766, Aug 29 2002,

http://www.cms.hhs.gov/transmittals/downloads/R 1 766B3.pdf#search=%221992%20anesthesia%20conversion%20factor %2
Ocms%22.
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We appreciate Congress’ and CMS’ efforts to seek the expertise of all professional provider
associations in developing quality measures for each specialty. To date, our work on this
initiative has been multifaceted. In the policy arena, we have worked with members and
committees of Congress to review and promote Pay-for-Performance provisions that place
CRNAs and other healthcare providers who are not physicians on an equal footing with one
another, and communicated our work and interest in the subject with senior CMS staff. In
2006, we hosted CMS’ Dr. Thomas Valuck at a major AANA federal policy conference in
Washington, DC, to discuss pay-for-performance systems. In related clinical and policy
development venues, the AANA has played a partnership role with the Centers for Disease
Control & Prevention’s (CDC’s) Surgical Care Improvement Project (SCIP) in the
development and vetting of performance measures. AANA continues to play an active role in
the National Quality Forum (NQF), where it was the first major national anesthesia
professional organization to serve as a member. At the suggestion of CMS staff, the AANA
has been an active participant in the deliberations and decisions made by the AMA Physician
Consortium on Performance Improvement (AMA-PCPI) Perioperative Work Group and more
recently with its Anesthesia Work Group. Thus, CRNAs and the nurse anesthesia profession
continue to play a leadership role in shaping legislation and in developing performance
measures specific to anesthesia services. The 36,000 members of the AANA look forward to
continued opportunities to extend to CMS our profession’s longstanding commitment to

improving anesthesia patient safety.

Addendum C — Codes for Which We Received PERC Recommendations on PE Direct

Cost Inputs
s AMA-RUC, PERC Process Should Be Transparent, Represent All Specialties

Addendum C in the proposed rule lists approximately 270 anesthesia codes that have received
AMA Relative Value Update Committee (AMA-RUC) Practice Expense Review Committee
(PERC) recommendations for changes on these codes’ practice expense (PE) direct cost
inputs. (71 Fed. Reg. 48982, 49236-49237) Separately, the American Society of
Anesthesiologists (ASA) has stated, “In the proposed rule, CMS accepted an ASA-led
recommendation from the Practice Expense Review Committee (PERC) to assign eight

minutes to each existing anesthesia code for the scheduling and assignment of anesthesia

American Association of Nurse Anesthetists Office of Federal Governmen! Affairs
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cases. ASA estimates this change to be worth approximately $30 million for anesthesiologists
each year. ASA representatives to the AMA/Specialty Society RVS Update Committee

7% To the extent that

(RUC) successfully presented the proposal to the PERC earlier this year.
such changes equivalently and favorably impact anesthesiologists and nurse anesthetists’

reimbursement, we would concur.

Unfortunately, neither the proposed rule nor the suggested internet links listed in the proposed

rule clearly explain what if any value changes are being made to these codes, why
recommendations were made by the PERC for these codes, what is the extent of these
changes, and what the process was for determining recommended changes. For example, the
“Practice Expense Per Hour” chart does not specify the methodology by whichi CMS has
developed this data. The “Physician Time” chart describing mean times for services billed to
certain CPT codes likewise is absent a methodology. In effect, this portion of the proposed
rule preamble does not provide CMS’ customary level of transparency to the public that the
agency generally provides on other topics included in its proposed rules, notices and final
rules. All Part B providers including CRNAs should be able to readily discern from CMS’
statements in the Federal Register, or from CMS’ clearly indicated internet links where
applicable, the rationale and process behind any code changes proposed by CMS that would
affect practitioners’ payment and practice. Without this crucial information the AANA
cannot fully, fairly and dispassionately comment on the Addendum C recommendations of the
PERC. We therefore request that CMS clarify the rationale, process and impact on anesthesia
services referenced in Addendum C. We would welcome the oppoftunity to comment on the

Addendum C PERC recommendations at a later date.

Much of the transparency problem for CRNAs in the area of Medicare payment stems from
the fact that the vast majority of the payment changes CMS makes are based on
recommendations from the American Medical Association Specialty Society Relative Value
Update Committee (AMA-RUC) — a committee in which CRNAss are excluded from directly
participating. AMA-RUC is charged by CMS with representing all healthcare specialties in

* CMS proposed rule for 2007 Physician Fee Schedule slashes payments to physicians,” ASA website,
http://www.asahq.org/news/asanews81006.htm, Sept. 5, 2006, uploaded Oct. 4, 2006.
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making recommendations to CMS on Relative Value Units (RVUs) for new and revised CPT
codes. While CRNAs continue to be directly involved in providing some 27 million
anesthesia services in the United States annually and can bill Medicare directly for 100
percent of the value of their services, CRNAs are excluded from directly participating in
AMA-RUC activities and initiatives based on the fact that CRNAs are not physicians.
Changes in these codes and their values directly impact CRNA practice and payment.

Without fair representation by all specialties that bill Part B directly, CMS’ reliance on the

AMA-RUC as representing the professional views and knowledge of all healthcare specialties
is deeply flawed. The AMA-RUC and CMS are missing out on the long-standing knowledge
and experience in anesthesia and in related healthcare services that CRNAs could bring to the
AMA-RUC table. For CMS to conclude that CRNA viewpoints are fairly represented by
coming under the “umbrella” of representation of the American Society of Anesthesiologists
(ASA) or the American Nurses Association (ANA) is inadequate. The AMA-RUC is not
representative of all specialties because its system of governance excludes providers such as

CRNAs who have an equal stake in the success of the healthcare system.

In its March 2006 Report to Congress and its August 17, 2006, comment letter to CMS, the
Medicare Payment Advisory Commission (MedPAC) raised similar concerns about CMS’
relatively unchecked reliance on the AMA-RUC. In its comment letter, MedPAC stated that
“CMS itself must take a more central role in identifying potentially misvalued services...We
recommended that CMS reduce its reliance on physician specialty societies by establishing a

standing panel that would provide expertise in addition to that provided by the RUC.”

Should CMS decided to establish a standing panel as recommended by MedPAC we request
that CRNAs have an opportunity to be active participants and members of this standing panel.
In addition, we also request that CMS encourage and persuade the AMA-RUC to provide
CRNASs with an opportunity to have meaningful and direct representation on the AMA-RUC
and related committees such as the Health Care Professionals Advisory Committee (HCPAC)
and on the PERC.

American Association of Nurse Anesthetists Office of Federal Government Affairs
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CRITERIA FOR NATIONAL CERTIFYING BODIES -

ADVANCED PRACTICE NURSES

According to the proposed rule, CMS is soliciting public comments on criteria or standards
that CMS could use to determine whether an organization is an appropriate national certifying
body for advanced practice nurses. The proposed rule points to the federal regulations and
Medicare Benefit Policy Manual Chapter 15 entries with respect to nurse practitioners (NPs)
and clinical nurse specialists (CNSs). We welcome the opportunity to inform and update
CMS about the Council on Certification of Nurse Anesthetists (CCNA) and the Council on
Recertification of Nurse Anesthetists (COR), so that these bodies continue to be listed in all

the relevant CMS references as recognized and approved national certifying bodies for the
certification and recertification of CRNAs as they and their predecessors have been since the

inception of the Medicare program.

Currently, CMS regulations recognize the CCNA and COR when defining CRNAs. 42 CFR
§410.69 states (with underline added by us):

Certified registered nurse anesthetist means a registered nurse who:
(1) Is licensed as a registered professional nurse by the State in which the nurse
practices;

(2) Meets any licensure requirements the State imposes with respect to non-physician
anesthetists;

(3) Has graduated from a nurse anesthesia educational program that meets the
standards of the Council on Accreditation of Nurse Anesthesia Programs, or such
other accreditation organization as may be designated by the Secretary; and

(4) Meets the following criteria:

(i) Has passed a certification examination of the Council on Certification of
Nurse Anesthetists, the Council on Recertification of Nurse Anesthetists, or

any other certification organization that may be designated by the Secretary; or

(ii) Is a graduate of a program described in paragraph (3) of this definition and
within 24 months after that graduation meets the requirements of paragraph
(4)(1) of this definition.

American Association of Nurse Anesthetists Office of Federal Government Affairs
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Additionally, according to the Medicare Claims Processing Manual, CMS already relies on
the CCNA when it provides to all Medicare carriers on an annual basis a list of all CRNAs
who are certified by the CCNA.’

Council on Certification of Nurse Anesthetists (CCNA)
The Council on Certification of Nurse Anesthetists (CCNA) is charged with protecting and

serving the public by assuring that individuals who are credentialed have met predetermined

qualifications or standards for providing nurse anesthesia services. The CCNA is an
autonomous, multidisciplinary body and is responsible for the certification of registered nurse
anesthetists who have fulfilled educational and other criteria for the practice of nurse

anesthesia.
The primary purposes of the CCNA are to:

1. Formulate and adopt requirements for eligibility for admission to the Certification

Examination and for certification of registered nurse anesthetists;

2. Formulate, adopt and administer the Certification Examination to those registered
nurse anesthetists who have met all requirements for examination and have been found
eligible by the CCNA; '

3. Evaluate candidates' performance on the Certification Examination; and

4. Grant initial certification to those candidates who pass the Certification

Examination and fulfill all other requirements for certification.

Credentialing provides assurances to the public that certified individuals have met objective,
predetermined qualifications for providing nurse anesthesia services. While state licensure

provides the legal credential for the practice of professional nursing, private voluntary

5 Medicare Claims Processing Manual, Chapter 12 — Physicians/Nonphysician Practitioners. (Rev. 792, 12-23-05) 140.1.1
Issuance of UPINs, (Rev. 704, Issued: 10-07-0, Effective: 11-07-05, Implementation: 11-07-05)
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certification indicates compliance with the professional standards for practice in this clinical
nursing specialty. The certification credential for nurse anesthetists has been institutionalized
in many position descriptions as a practice requirement or as the standard for demonstrating
equivalency. It haé been recognized through malpractice litigation, selected State Nurse

Practice Acts, and state rules and regulations.

The certification program for nurse anesthetists was introduced by the AANA in 1945. In
1975, the AANA approved the establishment of autonomous Councils for the accreditation
and certification processes and the CCNA assumed the responsibility for the Certification
Examination. By this action, the profession recognized that credentialing mechanisms, which
include examination and certification, function to protect and benefit the public. It is accepted
that the profession, with broad input from the community of interest, has the expertise to set

standards.

CCNA membership consists of eleven representatives appointed by the CCNA: seven CRNAs
(three practitioners and four educators), two anesthesiologists, one public member, and one

student currently enrolled in an accredited nurse anesthesia educational program.

Council on Recertification
The Council on Recertification is an autonomous body, with multidisciplinary and public
representation, that is responsible for the recertification of CRNAs. The Council's purposes

are to:
1. Recertify qualified CRNAs on a biennial basis;

2. Formulate, adopt and continuously evaluate the criteria for recertification of
CRNAs;

3. Formulate, adopt and continuously evaluate the criteria for approval of continuing

education (CE) activities;

4. Develop and maintain appellate mechanisms for CRNAs who have been denied

recertification; and

American Association of Nurse Anesthetists Office of Federal Government Affairs
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in 1991, the ABNS is a national peer review program for specialty nursing certification
bodies. ABNS serves as the national umbrelia organization for nursing specialty certification
boards authorized and recognized to certify nurse specialists in the United States. It promotes
the highest quality of specialty nursing practice through the establishment of standards of

professional specialty nursing certification

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

Sincerely,

Terry C. Wicks, CRNA, MHS
AANA President

cc: Jeffery M. Beutler, CRNA, MS, AANA Executive Director
Frank Purcell, AANA Senior Director of Federal Government Affairs
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October 10, 2006

Leslie Norwalk

Interim Administrator

Centers for Medicare and Medicaid Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Ave., SW

Washington, DC 20201

Dear Ms. Norwalk:

The Heart Rhythm Society (HRS) welcomes the opportunity to comment
on proposed rule CMS 1321-P entitled Medicare Program: Revisions to
Payment Policies Under the Physician Fee Schedule for Calendar Year
2007 and Other Changes to Payment Under Part B published in the
August 22, 2006 Federal Register.

HRS is the international leader in science, education and advocacy for
cardiac arrhythmia professionals and patients, and the primary
information resource on heart rhythm disorders. Founded in 1979, HRS is
the preeminent professional group representing more than 3,700
specialists in cardiac pacing and electrophysiology, known as
electrophysiologists or heart rhythm specialists. HRS’ members perform
electrophysiology (EP) studies and curative catheter ablations to diagnose,
treat and prevent cardiac arrhythmias. Electrophysiologists also implant
pacemakers and implantable cardioverter defibrillators (ICDs) in patients
who have indications for these life-saving devices. After device
implantation, heart rhythm specialists then monitor these patients and
their implanted devices.

Provisions — Cardiac Monitoring Services

HRS is encouraged that CMS has requested practice expense data for
remote cardiac monitoring services as these services fall outside of the
typical payment model used for physician services. Based on the
proposed revisions to the practice expense methodology, payment for

1400 K Street NW, Suite 500 | Washington, DXC 20005 | USA | Phone: 202-464-3400 | Fax: 202-464-3401 | info@HRSonline.org | www. HRSonline.org
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many cardiac monitoring services will experience severe reductions, and for some codes payment
will fall to zero, by 2010. These reductions will occur because the codes have few or no practice
expense inputs. HRS is very concerned about the potential negative impact on patient access to care
if these reductions are implemented.

Therefore, HRS looks forward to working with CMS and the AMA to develop accurate inputs so that
cardiac monitoring services are reimbursed appropriately. Currently, HRS and the American College
of Cardiology (ACC) have a Cardiac Monitoring Task Force that is reviewing the current codes for
cardiac monitoring services and is working to develop a revised coding structure that more
accurately reflects current services and technology. The Task Force would welcome the opportunity
to work with CMS and the AMA to provide PE input data related to number and type of
transmissions, frequency of services, clinical staff, and supplies and equipment necessary for
performing the services.

Finally, HRS would like to request that CMS add code 93236 for 24-hour electrocardiographic
monitoring to the list of codes in immediate need of PE input data as it falls within the scope of
cardiac monitoring services.

IDTF Issues

HRS supports implementation of the fourteen standards outlined in the proposed rule for
independent diagnostic testing facilities (IDTFs). We agree that it is important for there to be quality
assurance standards in IDTFs. However, HRS urges CMS to ensure that any standards will not
negatively impact patients” access to medically necessary and appropriate care.

HRS appreciates the opportunity to provide input on Medicare payment policy and thanks CMS for
your consideration of our comments. We look forward to continuing to work together to maintain
access to medical services for Medicare beneficiaries. If you have any questions about HRS'
comments, please contact Allison Waxler, Director, Reimbursement and Regulatory Affairs, at
awaxler@hrsonline.org or 202.464.3433.

Sincerely,

Dwight Reynolds, MD, FHRS

President
Heart Rhythm Society
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October 10, 2006

Mark McClellan MD

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention; CMS-1512-PN

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: CMS-1321-P Revision to Payment Policies Under the Physician Fee Schedule for Calendar
Year 2007 and Other Changes to Payment Under Part B; Proposed Rule

Comments:
e PROVISIONS:
o BONE MASS MEASUREMENT TESTS
o DRAPROPOSALS
e IMPACT:
o Addendum B: Relative Value Units and Related Information Used in Determining
Medicare Payments for 2007
o Addendum C: Codes to Which We Received PERC Recommendations on PE
Direct Cost

Dear Dr. McClellan:

OVERVIEW

Osteoporosis is a major health care problem in the United States with annual costs of more than $18
billion dollars. Currently 300,000 Americans are hospitalized annually for hip fractures with one in five
(20%) dying within the first year following fracture. Given population demographics, osteoporotic fractures
are projected to increase for the foreseeable future emphasizing the importance of effective prevention
and treatment strategies. To this end, the Centers for Medicare & Medicaid Services (CMS) is to be
commended for establishing bone density testing as a key preventive service available for Medicare
beneficiaries and highlighting the role of axial DXA (dual energy x-ray absorptiometry) in diagnosis and
monitoring response o therapy. Despite this, bone density screening remains underutilized. Efforts to
increase screening rates for axial DXA above the current level of 20% require a different approach
within the existing framework that values access over efficiency. importantly, it is necessary to
appropriately value osteoporosis screening procedures such as axial DXA and VFA (Vertebral Fracture
Assessment) which are increasingly being performed by primary care physicians in their offices.
Unfortunately, if the currently proposed Medicare Physician Fee Schedule is enacted for axial DXA
and/or Section 5102(b) of the Deficit Reduction Act takes effect on January 1, 2007, axial DXA testing will
disappear from the non-facility setting as physicians’ operating costs will be greater than reimbursement
for the tests. These regulatory and legislative actions will severely restrict patient access to bone
density testing thereby undermining the effort by CMS to effectively screen Medlcare
beneficiaries for osteoporosis.

These same regulatory and legislative actions will further curtail appropriate identification of individuals in
need of fracture prevention efforts by reducing reimbursement for densitometric VFA. In addition to the
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76% decline in reimbursement for axial DXA, VFA reimbursement will decline by 40%. As with axial DXA,
the profound drop in reimbursement for VFA will lead to its disappearance from the non-facility setting,
further impairing physicians’ ability to optimally target osteoporosis care.

INTRODUCTION

The International Society for Clinical Densitometry (ISCD) welcomes the opportunity to comment on the
recent CMS proposal 1321-P: Revision to Payment Policies Under the Physician Fee Schedule for
Calendar Year 2007 and Other Changes to Payment Under Part B; Proposed Rule. Specifically, we
would like to address CPT codes 76075 (DXA bone density, axial) and 76077 (Vertebral Fracture
Assessment or VFA). We have previously commented on CMS proposal 1512-PN: Five Year Review of
Work Relative Value Units under the Physician Fee Schedule and Proposed Changes to the Practice
Expense Methodology as it relates to DXA and VFA. In this letter we will expand on the importance of
successful promotion of high quality screening for key preventive services in the primary care setting. We
will aiso comment on new provisions that will impact skeletal health assessment; specifically revisions to
“Medicare Coverage of and Payment for Bone Mass Measurements” (63 FR 34320) and Section 5102(b)
of the Deficit Reduction Act.

The ISCD is a multidisciplinary, non-profit organization with 6,365 members, 93% of whom practice in the
United States. Approximately 60% of our members are physicians and 40% are densitometry
technologists. The membership is diverse spanning over 20 disciplines including 43% in Primary Care
(Internal Medicine, Family Practice, Gynecology, Pediatrics, Geratrics) with the remainder in subspecialty
Internal Medicine (Rheumatology, Endocrinoiogy, Nephrology), Orthopedics, and Radiology.

The mission of the ISCD is to promote excellence in the assessment of skeletal health. We offer a four-
hour introductory course in osteoporosis for those just beginning in the field, a twelve-hour intensive
educational course in bone densitometry and a five-hour course in vertebral fracture assessment. These
courses are given throughout the United States as well as internationally and use a standardized syllabus
that is continuously updated by a scientific advisory committee. Faculty selection is highly competitive.
Physicians who successfully pass a written certification exam are designated as Certified Clinical
Densitometrists (CCD) while technologists are designated as Certified Densitometric Technologists
(CDT). In the United States there are currently 7,058 physicians and 3,759 technologists with ISCD
certification.

To further promote quality standards in osteoporosis assessment, the ISCD has developed, and is
currently beta testing, a bone densitometry accreditation program that will ensure DXA centers meet
specific criteria for the high quality performance and interpretation of bone densitometry according to
accepted standards of practice in the United States. We anticipate that this will be available by the end of
the 2006 calendar year.

Moreover, as the field of osteoporosis is rapidly evolving, questions often arise as to the appropriate
indications and limitations of new and existing technologies, software enhancements, reference
databases, and reporting methodologies. To address such issues and enhance standardization, the
ISCD has held Position Development Conferences (PDCs) in 2001 (Denver), 2003 (Cincinnati) and 2005
(Vancouver). Preparations are underway for the 2007 PDC (Lansdowne, VA) and the first Children PDC
(June 2007, Montreal, Canada). At these PDCs, select panels of international experts review and make
recommendations after presentations by ISCD PDC task forces, public comment and internal discussion.
PDC recommendations that are subsequently approved by the ISCD Board of Directors become Official
Positions of the ISCD. These Official Positions promote uniformity in DXA and VFA performance, thereby
enhancing patient care. A copy of the most recent Official Positions is amended to this report (Appendix
A).







PROVISIONS: BONE MASS MEASUREMENT TEST

The ISCD is in agreement with the revisions made to the 1998 Balanced Budget Act 42 CFR 410.31
(Bone Mass Measurement: Conditions for Coverage and Frequency Standards). Specifically, we laud
CMS for introducing the important concept of quality and standardization in axial DXA testing and
reporting. “As there are many sources of variability in the measurement of BMD, a quality control system
related to both the methodology and reporting of test results is important to ensure the validity of DXA
analysis.” Axial DXA is also cited for its superior accuracy and precision as it compares to older
technologies. As such, the ISCD agrees with the CMS recommendation to restrict monitoring over time to
axial DXA technology; “DXA is precise, safe and low in radiation exposure and permits more accurate
and reliable monitoring of individuals over time.” We share the CMS concern that to ensure accurate and
reproducible bone density measurement, DXA centers must perform a precision assessment on their
equipment and patients be followed over time on the same machine to determine if a true change in BMD
has occurred. We note that this will be disrupted if physicians in non-hospital practice settings are forced
to abandon axial DXA testing.

We also are in agreement with the CMS decision to lower the cut point for DXA testing in patients on
glucocorticoids from less than or equal to 7.5 mg for at least 3 months to less than or equal to 5 mg a day
for at least 3 months. This change is supported by the current literature and brings the CMS
recommendations for a qualified individual into line with those of the American College of Rheumatology
(Arthritis Rheum. 2001;44(7):1496-1503).

PROVISIONS: DEFICIT REDUCTION ACT

Section 5102(b) of the Deficit Reduction Act (DRA) enacted by Congress on February 28, 2006 would
have a substantial impact on reimbursement of DXA and would further undermine CMS attempts to
improve the percentage of Medicare beneficiaries screened for osteoporosis. Under this provision, the
Medicare payment for the technical component of an imaging service would be set at the Hospital
Outpatient Department (HOPD) payment rate, if the HOPD rate is lower than the Medicare Physician Fee
Service (PFS) payment rate. Both axial DXA and VFA are listed in Addendum F of CMS 1321-P as
imaging codes affected by Section 5102(b).

Due only to the regulatory changes proposed in the Medicare Physician Fee Schedule, axial DXA
reimbursement would decline from $139.46 in 2006 to $110.29 in 2007. Application of an additional 10%
reduction in the work RVU to maintain budget neutrality reduces this further to $109.53. The additional
application of the changes legislated by Section 5102(b) of the DRA will reduce axial DXA reimbursement
further to $84.50. The calculations feading to this conclusion are as follows: applying the changes
legislated by Section 5102(b) in 2007 when the HOPD technical component (TC) for axial DXA is $73.89
the non-facility TC component would have an RVU of 2.65 and using the $37.90 conversion factor the TC
fee would be $100.44. As this is greater than the HOPD of $73.89, the HOPD would apply, dropping the
total payment for axial DXA (76075-TC + 76075-26) to $84.50 ($73.89 + [.28 x $37.90]). Thus the drop in
total non-facility payment for 76075 from $139.46 in 2006 to $84.50 in 2007 would amount to a decline of
39.4% instead of the 21% without the DRA. While the intent of CMS was to phase in changes to the
Medicare Physician Fee Schedule over 4 years, this drastic drop would have an immediate effect on
access to bone density testing as we anticipate physician operating costs per axial DXA would be greater
than the reimbursement rate (see below).

Medicare physician reimbursement for VFA would not be altered by Section 5102(b) of the DRA as the
technical component of 76077 in 2007 at $26.90 wouid be lower than the HOPD TC of $44.78. It should
be noted that the non-facility reimbursement for the technical component of VFA is 60% of the HOPD
technical component for the same service and underscores flaws in the current system.







IMPACT

In CMS 1321-P Addendum B: Relative Value Units and Related Information Used in Determining
Medicare Payments for 2007, the Practice Expense RVU for axial DXA (CPT code 76075) is further
reduced from 0.67 to 0.61 (the RVU listed in CMS 1512-PN). In our earlier comments to CMS 1512-PN,
we documented our concerns about the marked decline in RVU assigned to axial DXA and the chilling
effect this would have on physicians’ ability to identify and treat the millions of Americans with
osteoporosis. We detailed flaws in input for the physician work and practice expense RVUs and a
resultant rank order anomaly when axial DXA was compared to peripheral DXA. We also presented the
results of an ISCD sponsored clinical society survey nearly identical in format and content to the 2005
American College of Radiology (ACR) Relative Value Update Committee (RUC) survey used to
determine physician work value. As the reimbursement for axial DXA has now been further reduced in
the current proposal, we would like to take this opportunity to expand on our earlier comments.

The ISCD remains gravely concerned about the current proposed Medicare Physician Fee Schedule
which would decrease payment for axial DXA (76075) by 76% and VFA (76077) by 40% when the
additional reduction in the PE RVU for DXA and the 10% adjustment for budget neutrality are factored
into final payments for both axial DXA and VFA. We will provide an estimated range of operating costs
incurred for axial DXA in the non-facility setting in the United States to demonstrate that such reductions
in reimbursement will lead most physicians in private practice to abandon axial DXA testing.

Over 10 million Americans have osteoporasis and 34 million more have low bone mass and are at risk for
future fracture. Appropriately, CMS has recognized the dramatic impact that osteoporosis has on the
health of Medicare beneficiaries and osteoporosis screening is now a key preventive service that is
provided at the time of the first exam and covered at least once every 24 months thereafter. Although
axial DXA testing has increased significantly in the last decade as evidenced by 77,133 claims in 1994,
1.265 million in 1999 and 2.43 million in 2004, this still represents less than 20% of Medicare
beneficiaries who have been tested. In comparison, mammography screening rates were approximately
68% in 2000. This was considered “suboptimal” by CMS which recently embarked on the national
Medicare Mammography Campaign “to improve beneficiaries’ knowledge of breast cancer screening and
awareness of Medicare’s annual screening mammography benefit.” The campaign also targets health
care providers to encourage them to promote screening mammography to their patients.
(http://www.cms.hhs.gov/mammographyy/)

The ISCD suggests that in order for CMS to be successful in raising screening rates for osteoporosis
several assumptions must be made.

¢ Unlike other diagnostic imaging services, axial DXA and VFA as screening technologies need to
be performed by primary care physicians throughout the country in rural, suburban and urban
settings.

¢ Screening services by their very nature are not efficient; if one demands efficiency one will
sacrifice access.

¢ The work involved to screen greater segments of the population increases incrementally as the
percentage of patients screened increases.

¢ Quality cannot be sacrificed. Therefore, physicians need to invest in certification, continuing
education and facility accreditation programs.

Given these assumptions, osteoporosis screening differs from other diagnostic imaging services.

Consistent with axial DXA being a screening tool and differing from other diagnostic imaging services that
have seen recent rapid growth, Medicare claims data (which we presented in our letter of August 18,
2006; copy enclosed) demonstrates that the percentage of DXA studies being done by primary care (now
at 30%) has rapidly increased over the last decade. in contrast, the proportion of DXA studies done by
radiology has remained constant (40%) while the percentage performed by specialists (endocrinology
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and rheumatology) has declined. Appropriately, primary care uptake needs to be actively promoted to
improve current screening rates.

Unlike other procedures where an increase in volume is assumed o lead to increased efficiency and less
work, this does not appear to be the case for DXA. In the ACR RUC survey of 51 radiologists, 53% of the
radiology respondents felt that the complexity of DXA had increased within the last 5 years. Similarly, in
the ISCD sponsored clinical society survey of 453 physicians from multiple specialties (30% of whom
were primary care), 61% felt that complexity had increased. Only 12% of radiologists and 19% of the
clinical society survey respondents felt that DXA had become “more familiar” (less work). These resuits
are at odds with the RUC subgroup that rejected the recommendations of the ACR and ruled that the
physician work RVU for axial DXA should be reduced from 0.3 o 0.2 because the procedure was felt to
be “less intense and more mechanical than the ACR survey results would indicate.” To our knowledge,
data to support this contention does not exist.

The analysis and interpretation of an axial DXA study is complex. Specifically, an appropriate study
involves reviewing images of the spine, hip and/or forearm for optimal positioning, placement of bone and
soft tissue markers and regions of interest. Artifacts, degenerative changes and other abnormalities are
noted and specific sites are excluded from evaluation when necessary. The accepted physician
interpretation of an initial study includes comments on diagnosis using the World Health Organization
(WHO) criteria where applicable, estimation of fracture risk, consideration of secondary causes, treatment
recommendations, and iffwhen the test should be repeated. The ability to provide an appropriate
interpretation requires the physician to be aware of the patient’s history either from their own medical
records or a patient questionnaire containing past medical history, family history, medications, and a
directed review of systems. Review of previous radiographs and other medical records may also be
necessary. Given the above noted complexity of axial DXA performance, it is not surprising that Lewiecki
et. al.,, found that errors in analysis and interpretation of DXA studies are not uncommon. (Lewiecki EM,
Binkley N, Petak SM. impact of DXA quality on patient care: clinician and technologist perceptions. J
Bone Miner Res. 2006;21(Suppl 1):S354)

The ISCD is committed to establishing standards for both DXA and VFA. Our educational courses,
certification exam, Position Development Conference (PDC) Official Positions and facility accreditation
programs are all integral parts of this effort which involve both physicians and technologists. We have
championed the importance of precision assessment in DXA analysis and offer a fool to calculate
precision on our website. Quality axial DXA and VFA performance takes time, requires extra work and
adds to the complexity and intensity of both procedures.

Moreover, as more patients are identified as being at high fracture risk and are started on pharmacologic
therapy, the interpretation and reporting for follow-up bone density studies substantially increases the
complexity of DXA interpretation. Comparison of two or more DXA studies must be performed with the
same attention to analysis detail as noted above to ensure study comparability. Additionally, use of the
same or a cross~calibrated densitometer and performance of precision assessment is essential to
determine if a significant BMD change over time has occurred. Physician interpretations may include
recommendations on further therapy, possible secondary causes of osteoporosis or other causes of drug
therapy failure.

Viewed in this way, the axial DXA report has many elements of an E/M visit. As such, it is not surprising
that in the ISCD clinical society survey, the key reference codes selected most often were 99213 (19.9%
of respondents), followed by 99212 (16.3%) and 99214 (15.9%) with RVUs of 0.67, 0.45 and 1.10
respectively. The ISCD clinical society survey also demonstrated intemal consistency in that the median
estimated work RVU for axial DXA was 0.5 (with 25 percentile of 0.35 and 75" percentile of 1.00).

Consistent with an E/M type approach being taken by clinicians, a substantial difference was seen
between the ACR RUC survey and the ISCD sponsored clinical society survey in physician work time. As
we previously reported, the median physician work time for a DXA study was 25 minutes (5 minutes pre-
service, 10 minutes intra-service, and 10 minutes post-service). For radiologists who were surveyed in
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the ACR RUC survey, the median physician work time was either 6 or 8 minutes! (1-2 minutes pre-
service, 4 minutes intra-service, and 1-2 minutes post-service). Such differences in physician work
time could in part be explained by what are considered “essential elements” of an axial DXA
report. If the report were to only provide a densitometric diagnosis without reviewing the patient’s
history, risk factors and providing broad treatment recommendations, the work time would be
anticipated to be substantially less.

In our earlier letter, we demonstrated other apparent flaws in the input and assumptions used to
determine physician work and practice expense. The ISCD sponsored clinical society survey also
underscores some of those key points as follows:

1. 93% of respondents have a fan-beam axial DXA system which is valued at $85,000.
Only 7% currently use an older pencil-beam system valued at $41,000. The Practice
Expense survey used a pencil beam densitometer at $41,000 for calculation of machine
costs.

2. Utilization rates across all locations in the ISCD sponsored clinical society survey were
calculated to approximate 21%. This is vastly different than the 50% utilization rate used
in the Practice Expense methodology for all procedures. Rates of 50% and often higher
are more typically seen in large diagnostic imaging centers where patients are referred
and devices are used for multiple disease states.

3. Median service contracts of $5,000, software upgrades of $2,000 per year and phantom
costs were listed by the ISCD clinical society survey respondents. None of these
expenses were included in the Practice Expense survey.

Additionally, it is important to recognize that osteoporosis care in the United States, and worldwide, is on
the verge of a WHO driven paradigm shift based on international consensus that optimal targeting of
individuals for receipt of pharmacologic intervention should be determined using an estimate of absolute
10-year hip fracture risk. The National Osteoporosis Foundation (NOF) is developing a United States-
specific absolute fracture risk WHO prediction model that will identify the fracture probability at which
treatment intervention becomes cost effective. This model will specifically input femoral neck BMD
(necessitating axial DXA) and specific risk factors including history of prior fracture after age 50 for
calculation of fracture probability and thus need for pharmacologic intervention. VFA can be performed at
the same time and location as an axial DXA study, providing information about prior vertebral fractures.
This will provide clinicians with essential point-of-care information for appropriate assessment of need for
therapeutic intervention. Thus, the future of osteoporosis care in the United States will be based on
present day axial DXA equipment, upgraded with special software provided by the WHO and NOF
(following FDA approval) that will automatically link the patient's BMD and prior fracture status (as well as
the other risk factors) into the aforementioned NOF cost effectiveness model that will be reported by axial
DXA equipment.

Given the importance of axial DXA and VFA screening as key preventive services, one could argue
that not only do the services need to be appropriately valued compared to other CPT codes, but that
value could be set higher to further increase incentives and improve the proportion of beneficiaries
screened. MEDPAC in their report fo Congress in March 2006 outlined the dangers of undervaluing a
service noting that physicians may opt not to provide the service, thereby threatening access to care.
Additionally, Medicare would not be spending taxpayer money wisely by not paying enough for the
undervalued service.

! The ISCD identified two ACR physician work survey documents with different results for the time involved (enclosed). The first
survey done before final RUC input listed pre-service time of 2 minutes, intra-service time of 4 minutes and post-service time of 2
minutes for a total time of 8 minutes. The second survey identified included the RUC work value of 0.2 and listed pre-service time
as 1 minute, intra-service time of 4 minutes and post-service time of 1 minute for a total time of 6 minutes.







What is an appropriate reimbursement for axial DXA?

We have begun to explore the operating costs per axial DXA study for physicians in the non-facility
setting realizing that costs may vary for each of the specific inputs identified. We have taken a range of
fixed and variable costs incorporating input from a number of different practices in the United States
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(Table 1).
Table 1: Estimation of DXA Cost
Fixed costs
Depreciation of axial DXA [$85,000/ Syears $17,000
Interest on loan 6% for 5 yrs $2,600
[Maintenance contracts $6,000 ~ $9,000
Ispace 150 sq ft @ $16 - $30/sq . $2,400 — $4,500
Overhead $10,000 - $40,000
Total fixed costs  $38,000 - $73,100
[Variable costs
Technologist salary + fringe  [$50,000 ~ $70,000 x 30 min. $12.02 - $16.83
Receptionist salary + fringe |$30,000 - $40,000 x 20 min. $4.88 - $6.51
Billing salary + fringe hS0,000 - $70,000 x 15 min. $6.01 - $8.41
IMD salary + fringe fnerpretaton] [§150,000 - $250,000x 25 min. |  $30.00 - $49.28
blariable costs per DXA $52.91 - $81.03

Assumptions:

e Fan beam DXA at $85,000

e Work calculated on 2080 hrs/year

e Overhead calculated as percent of total clinic overhead that is associated with DXA. Percent is

derived from DXA revenue/ total clinic revenues

® Physician time of 25 minutes is based on ISCD clinical society survey

¢ Divide number of DXA studies done/year in to total fixed costs to determine total fixed costs/

DXA then add that to total variable costs/DXA for total expenses/DXA
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We then examined the effect of varying the number of axial DXA studies performed over the range of
operating costs (Table 2)

Table 2: Estimated Costs per DXA Study Based on Number Performed

# studies / mo # studies / yr Cost/ DXA (low) | Cost/DXA (high)
10 120 $369.58 $690.20
20 240 $211.24 $385.61
30 360 $158.47 $284.09
36 432 $139.87 $250.24
40 480 $132.08 $233.32
50 600 $116.24 $202.86
60 720 $105.69 $182.56
70 840 $98.15 $168.05
80 960 $92.49 $157.18

100 1200 $84.58 $141.95
102 1224 $83.96 $140.75
120 1440 $79.30 $131.79
2030 24,366 $54.47 $84.03

We estimate that at the current reimbursement rate for axial DXA of $139.46 (not factoring in the
Geographic Adjustment Factor), to meet operating costs a practice would need to perform approximately
36 studies per month (432 studies per year) at the low end of operating costs and 102 studies per month
(1224 per year) at the high end of operating costs. Once the projected reimbursement rate of $84.50 for
axial DXA takes effect on January 1, 2007, (applying the MPFS and Section 5102(b) of the DRA but not
SGR) the number of studies that would have to be performed to meet operating costs would nearly triple
to 100 studies per month (1200 per year) at the low end and increase 200 fold to 2,030 studies per month
or 24,366 per year at the high end.

From the ISCD clinical society survey we obtained the median number of axial DXA studies performed
per month in varying locations and practice types. Using the corresponding range of operating costs as
estimated above, we then examined how practices would fare given the current reimbursement of
$139.46 per axial DXA study, the projected reimbursement of $84.50 to take effect on January 1, 2007,
and the anticipated reimbursement of $33.73 that would apply on January 1, 2010, after the 4 year
incremental phase in (Table 3).

Table 3: Range of Estimated Operating Costs per DXA Based on Practice Location and Type

Practice location | Median number of Low Operating Costs High Operating Costs
studies per month per DXA per DXA

Rural 50 $116.24 $202.86

Suburban 60 $105.69 $182.56

Urban 80 $92.49 $157.18

Practice type

Solo 35 $143.39 $255.08

Single specialty 60 $105.69 $182.56

Multi-specialty 90 $88.10 $148.72

Med school faculty 120 $79.30 $131.79







As one might predict, axial DXA utilization rates are lower in rural locations and solo practice settings and
highest in urban locations, muiti-specialty and medical school faculty settings. The greater the number of
studies performed, the lower the expense per study. At current reimbursement rates and even allowing
for low operating costs, solo practitioners are currently just covering their costs. At the high end of
operating costs, only medical school faculty are performing enough studies to avoid losing money.

If one now looks at the anticipated reimbursement of $84.50 that would take effect on January 1, 2007
(excluding the effects of the SGR), only medical school faculty using low operating cost assumptions
would be able to avoid a loss. All practice models, in all locations, under any reasonable operating cost
assumption will lose money when the reimbursement drops to $33.73 in 2010. The reimbursement rate in
2008 of $83.76 and $59.12 in 2009 are equally onerous. The results of the ISCD clinical society survey
coupled with our operating cost analysis unequivocally demonstrates that DXA testing would be
abandoned by almost all practitioners in all settings if the proposed changes take effect in January 2007.

As CMS is interested in a successful screening program for osteoporosis, an increasing number of
physicians in solo practice and rural settings will have to be added; work and complexity will increase and
quality will need to be maintained. Viewed in this way one must conclude that the reimbursement for axial
DXA will have to increase above the current rate of $139.46.

What are the potential consequences of profoundly undervaluing DXA?

Physicians in non-facility/private practice settings will abandon axial DXA testing if the current Medicare
Physician Fee Schedule is enacted as reimbursement in 2007 will be less than the operating cost to
perform the study. Enactment of Section 5102(b) of the Deficit Reduction Act alone would also
accomplish the same result. With removal of bone density measurement capability from physicians’
offices, osteoporosis screening will be curtailed; the personal and societal expense of osteoporotic
fractures would be expected to increase.

Although current screening rates of 20% are low, the dramatic increase in claims over the last 10 years
implies significant potential for improvement, but only if the service is appropriately valued. By their very
nature, screening services are less efficient than diagnostic procedures. Identifying patients not yet
tested will require extra time and work. If screening services are to be successful, it seems reasonable
that the total number of DXA units must increase, not decrease as seems certain will occur if the above
noted regulatory and legislative changes are adopted.

Physician office-based axial DXA and VFA centers presently perform 71% of the total number of DXA
studies for Medicare beneficiaries. Physician offices (non-facility) performed 1.7 million DXA
examinations in 2004 (latest figures available) of which 46% were completed by primary care physicians.
Hospital outpatient facilities are unable to handle the additional number of patients required to increase
screening rates above the current level of 20%. Patient access will be further restricted and long waits for
an appointment will discourage many. Additionally, by shifting patients to the hospital outpatient setting,
the ability to measure response to current therapy will be lost.

Optimal patient care may be compromised. A Medicare patient who has their axial DXA performed in
their doctor’s office has an important advantage over general radiological facilities in that their DXA study
may be done the same day as they see their physician, thus improving convenience. Additionally, their
study is either interpreted by their personal physician or by other physicians in the same clinic that have
their medical records available for review. Personal knowledge of the patient's medical history, or access
to such data in the medical record, provides the bone density interpreter with important information that
may directly influence study interpretation. The difference in time spent performing and interpreting a
DXA study between the ACR survey (6-8 minutes) and the ISCD clinical society survey (25 minutes)
suggests there are substantial differences in the interpretation and reporting of bone density
examinations in clinician’s offices.






With enactment of the CMS reductions in reimbursement, bone density assessment and VFA will be
severely undervalued. DXA centers that do elect to continue offering these services are unlikely to offer
their physicians and technologists the additional education that is necessary for continued performance
of high quality testing. Additional expenses such as service contracts will not likely be extended and
software upgrades not purchased.

With the loss of physician office-based axial DXA availability, future osteoporosis care in the United
States will become a two-tiered system of the haves and have nots. individuals having sufficient personal
financial resources to pay up front for bone densitometry will do so at their physician’s central DXA
center, if still operational. In contrast, the vast majority of patients will have to wait for an appointment and
travel to a hospital to have a bone density assessment performed without the benefit of having their
physician’s clinical expertise integrated into the final interpretation. This two-tiered Medicare system is
contrary to present Federal directives as iterated by the United States Preventive Services Task Force
recommendations of 2002, the Surgeons General's 2004 report on Osteoporosis and Bone Health, and
the Balanced Budget Act of 1998.

Summary of input errors in the physician work and practice expense surveys for axial DXA

The ISCD stated in its initial comments to CMS (August 18, 2006, see enclosed copy) and have again
reiterated in the aforementioned text that significant flaws exist in the input data that was used in
calculation of the work and practice expense RVU for axial DXA. CMS agreed with the AMA RUC that
axial DXA work RVU should be 0.20 which is contrary to the specialty society survey (ACR) work RVU of
0.30 and the clinical society survey work RVU of 0.50. The work RVU of 0.20 for axial DXA will now be
identical to another imaging densitometric procedure called radiographic absorptiometry (RA), CPT code
76078. However, axial DXA requires substantial depth of knowledge, meticulous attention to detai,
appreciation of published standards and guidelines, regular updates of one's skills and a proficiency of
skeletal health assessment at the DXA center itself (facility accreditation) that can only be attained
through additional and ongoing post graduate medical education and financial expenditure. This should
be contrasted with radiographic absorptiometry that uses a simple digitized x-ray to measure finger
density in comparison to an aluminum wedge and reports “RA” units rather than BMD. RA cannot be
used for diagnosing osteoporosis or monitoring patients on therapy. Either we accept the opinion of the
RUC that these two technologies are identical, which is unrealistic, or the RUC analysis of the ACR
survey is flawed resulting in a significant rank order anomaly that cannot be reconciled in its present form.
The axial DXA work RVU of 0.50 supported by the clinical society work survey should be considered as
the true physician work related to this imaging procedure.

Additionally, the practice expense RVU as calculated by CMS in their “bottom up” methodology contains
flawed data input. Present day central DXA equipment, called fan beam DXA, costs $85,000 instead of
older pencil beam instruments costing $41,000 that were inciuded in the CMS calculations. Moreaver, the
additional expense associated with service contracts, software upgrades, quality control phantoms, initial
training and continuing medical education of technologists, axial DXA certification and future facility
accreditation were not included in the CMS calculations. Lastly, inappropriate DXA machine utilization
rates of 50% were used by CMS in their calculations instead of “single disease state” imaging procedure
utilization rates of 15-20% for axial DXA and VFA performed by primary care physicians, rheumatologists,
and endocrinologists as a point-of-care service.

The case for VFA

The ISCD is aware that VFA is currently not considered a preventive service by CMS. Moreover, since
VFA was only recently assigned a CPT code, we do not have claims data to review. However, given the
CMS commitment to screening patients for osteoporosis and treating those at highest risk, incorporating
VFA into current benefits has much to recommend. VFA is an aftractive alternative to standard
radiography for vertebral fracture identification in that radiation exposure is low; only 3-8 microsieverts
compared to 700-800 microsieverts for a lateral radiograph of the lumbar and thoracic spine. Additionally,






VFA has the added convenience of being done at the same time and location as a DXA study, thus
allowing immediate integration of bone density and fracture knowledge into an estimation of the
individual's risk for future fracture. Importantly, VFA has comparable accuracy to plain radiography in the
identification of moderate and severe fractures in post-menopausal women being evaluated for
osteoporosis, including those with low bone mass (osteopenia).

Unlike many other imaging techniques, which are expensive and of unproven benefit in altering
outcomes, multiple clinical trials have demonstrated that knowledge of bone density and/or vertebral
fracture status can reduce fracture risk when drug therapy is initiated. VFA also offers advantages above
and beyond those of DXA. For example, 14-20% of Medicare beneficiaries with osteopenia by WHO
criteria, who might not be otherwise treated, have vertebral fractures on VFA and have a clinical
diagnosis of osteoporosis. Such individuals are at substantially increased risk for fracture and require
phamacologic therapy. However, since two-thirds of vertebral fractures are clinically unappreciated,
neither the patient nor their physician would be aware of their increased fracture risk. Therefore, VFA
combined with DXA has the capability to identify those at greatest fracture risk allowing improved
targeting of pharmacologic therapy. VFA will play an even more critical role in patient care with release of
the NOF United States-specific absolute fracture risk WHO prediction model that will identify the fracture
probability at which treatment intervention becomes cost effective based on axial DXA hip BMD and the
presence of VFA documented prevalent spine fragility fractures as noted above.

As VFA is a software addition to current fan-beam axial densitometers, this allows primary care
physicians who lack access to plain spine radiography in their office the ability to screen for vertebral
fractures. This allows more appropriate targeting of treatment in the primary care setting to Medicare
beneficiaries who are at highest risk for osteoporotic fractures. CMS 1321-P did not address the work
RVU for VFA (76077) but reduced the Practice Expense RVU from 0.81 to 0.41, thereby reducing
reimbursement by 40% over the next four years when the 10% adjustment for budget neutrality is applied
to the physician work RVU. The current reimbursement of $39.41 would be reduced to $23.61 by 2010.
We note that the HOPPS reimbursement would be $53.50, thus the non-facility reimbursement for the
technical component of VFA would be 60% of the HOPD technical component for the same service.
ISCD recommends that CMS consider VFA as a screening tool and apply special resource
considerations that will appropriately value this service.

CONCLUSION

CMS has identified osteoporosis as a major health care concem in the United States. Moreover, CMS
has designated axial DXA as the key diagnostic tool for the screening of Medicare beneficiaries and for
monitoring response in patients on pharmacologic therapy. Efforts to increase axial DXA screening rates
above the current level of 20% will require a different approach within the existing framework that values
access over efficiency and assigns an appropriate value to a screening procedure increasingly performed
by primary care physicians in the office (non-facility setting).

Unfortunately, if the current proposed Medicare Physician Fee Schedule is enacted for axial DXA and/or
Section 5102(b) of the Deficit Reduction Act takes effect on January 1, 2007, axial DXA testing will
disappear from the non-facility setting as physicians operating costs will be greater than reimbursement
for the test. Enactment of this policy will result in severe limitations in patient access to skeletal health
assessment and will undermine the CMS initiative to screen beneficiaries for osteoporosis and monitor
their response to medical therapy.

We encourage CMS to re-examine the input data and assumptions used to determine reimbursement for
central DXA and VFA and have offered suggestions for changes in the data used to determine work and
PE RVUs. Accordingly, the ISCD urges CMS to review the proposed cuts and at the very least keep
reimbursement at the current levels. Moreover, based on the ISCD clinical society survey, the ISCD cost
analysis and the CMS initiative to attain 100% screening of Medicare beneficiaries, an increase in axial
DXA and VFA reimbursement is warranted. Finally, the ISCD proposes that special resource







considerations are necessary for both DXA and VFA to ensure widespread availability, and enhance
utilization of high quality osteoporosis screening in the United States.

The ISCD appreciates this opportunity to comment on the proposed changes to the Medicare Physician
Fee Schedule. We welcome any further dialogue with the Centers for Medicare and Medicaid Services
regarding the issues we have outlined in this letter. If you have any questions concemning ISCD’s
comments, please contact Donna Fiorentino (Manager Public Policy Affairs) at 860.586.7563 Ext. 553 or
at dfiorentino@iscd.org.

Sincerely,

Mot VoA, — e
Neil Binkley, MD, CCD Sanford Baim, MD, FACR, CCD
President, ISCD Vice-President, ISCD

)(Mw Lae —>
Andrew Laster, MD, FACR, CCD
Chair Public Policy, ISCD
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August 18, 2006

Mark McClellan MD

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1512-PN

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: CMS-1512-PN: Five-Year Review of Work Relative Value Units Under the
Physician Fee Schedule and Proposed Changes to the Practice Expense
Methodology

Comments:
o Work RVU 76075 (Dual Energy X-ray Absorptiometry)
¢ Practice Expense 76075 (Dual Energy X-ray Absorptiometry); 76077
(Vertebral Fracture Assessment)
o Regulatory Impact Analysis 76075 and 76077

Dear Dr. McClellan:

Summary

Osteoporosis is a major health care issue in the United States. DXA (dual energy x-ray
absorptiometry) and VFA (vertebral fracture assessment) are crucial for the detection of
osteoporosis and identification of those at highest fracture risk. Federal initiatives to
identify patients with osteoporosis have led to the increased utilization of DXA and VFA;
however, the vast majority of affected individuals continue to remain undiagnosed and
untreated. The proposed changes in the physician fee schedule would reduce DXA
reimbursement from approximately $140 to $40 and VFA from $40 to $25. These
reductions will force physicians to discontinue offering these vital services, resulting in a
severe limitation of patient access to high quality bone densitometry and vertebral
fracture assessment. In this letter, the ISCD enumerates flaws in data input, data
omission and erroneous assumptions that have contributed to these reductions in
reimbursement. In view of these flaws, we request that CMS review the proposed cuts,
and, at the very least, keep reimbursement at the current levels. This approach would
resolve the inconsistency with the agency’s preventive health care mission. In doing so,
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we suggest that special resource considerations are necessary for DXA and VFA to
assure the widespread availability of high-quality screening in the United States.

introduction

The International Society for Clinical Densitometry (ISCD) welcomes the opportunity to
comment on the CMS-1512-PN: Five-Year Review of Work Relative Value Units
Under the Physician Fee Schedule and Proposed Changes to the Practice
Expense Methodology. Specifically, we would like to address CPT codes 76075
(DXA) and 76077 (Vertebral Fracture Assessment or VFA).

The ISCD is a multidisciplinary, nonprofit organization founded in 1993 that provides a
central resource for scientific disciplines with an interest in bone mass measurement.
Presently, the ISCD has 6,392 members in 56 countries. 93% of our members practice
within the United States; 60% are physicians and 40% are densitometry technologists.
Our membership spans more than 20 health care disciplines including Endocrinology,
Family Practice, Gynecology, Internal Medicine, Nephrology, Orthopedics, Radiology,
and Rheumatology.

The mission of the ISCD is to promote excellence in the assessment of skeletal health.
As such, the ISCD provides approximately 25 comprehensive bone densitometry
educational courses and 8 vertebral fracture assessment courses annually in the United
States as well as certification in DXA performance and interpretation for technologists
and physicians. Physicians who successfully pass the certification exam are designated
Certified Clinical Densitometrists (CCD), while technologists are designated Certified
Densitometry Technologists (CDT). Currently in the United States there are 5,750
physicians and 3,160 technologists with ISCD certification.

With the evolution in the field of bone densitometry, differences in technologies,
acquisition techniques, reference databases, reporting methods, and terminology have
developed. These differences may have adverse effects on patient care and the
exchange of scientific information. To address these issues, the ISCD periodically
holds Position Development Conferences (PDCs), a process whereby an international
panel of experts makes recommendations after reviewing scientific literature presented
by ISCD PDC Task Forces. Recommendations that are approved by the ISCD Board of
Directors become Official Positions of the ISCD. A copy of the most recent Official
Positions is amended to this report (Appendix A). These Official Positions promote
uniformity in DXA and VFA performance, thereby enhancing clinical care.

Consistent with our goal of promoting excellence in skeletal health assessment, the
ISCD has developed, and is currently beta-testing, a bone densitometry facility
accreditation program that will soon be available. We anticipate this ISCD Facility
Accreditation Program will assure patients, health care providers, CMS, and other
health care payers that patients will receive high-quality bone density measurement
nation-wide.
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VFA are essential to the clinical identification and monitoring of people at risk for
osteoporotic fracture.

Previous Health Care Policy and Effect on Bone Density Measurement

Despite the above noted impact of osteoporotic fracture on health care outcomes, this
disease continues to be substantially under-recognized by patients and health care
providers alike. In fact, 95% of people who suffer an osteoporotic fracture are never
evaluated or treated for this disease.®

in appreciation of the importance, but under-recognition, of osteoporosis as a major
health care problem, a number of initiatives at the Federal level have been introduced
during the last decade. The Balanced Budget Act of 1997 established DXA testing for
qualified Medicare beneficiaries for both the diagnosis and monitoring response to
therapy. In 2002 the United States Preventive Services Task Force recommended
routine DXA testing for all women ged 65 and older and for women aged 60 and older
if certain risk factors were present.?’ In 2004 the Surgeon General's Report on Bone
Health and Osteoporosis called on heaith care professnonals to proactively assess,
diagnose and treat patients at risk for osteoporosis.! The Surgeon General hailed
development of non-invasive tools to measure bone density as “one of the most
significant advances in the last quarter century... Thanks to the development of bone
mineral density testing, fractures need not be the first sign of poor health. Itis now
possible to detect osteoporosis early and to intervene before a fracture occurs.”!
Recognizing the necessity of bone density measurement, the Health Plan Employer
Data and Information Set (HEDIS) now tracks the percentage of women aged 67 and
older who have had a bone densnty test or started medical therapy within six months of
sustaining an osteoporotlc fracture.?! Finally, bone mass measurement is one of the
preventive services offered by Medicare and was recently highlighted as part of the
Initial Preventlve Physical Examination (IPPE) (“Welcome to Medicare” Physical
Exam).?? The Medicare Learning Network dedicates one of ltS six brochures on
Medicare Preventive Services to bone mass measurement.?® Thus, the importance of
osteoporosis and its diagnosis has been clearly recognized at the Federal level. Ideally,
such Federal recognition of a societal health problem would translate to alteration of
clinical care, in this case to improved availability and use of bone mass measurement
technology.

A review of CMS claims filed for central DXA (CPT codes 76075 and 76075-26)
demonstrates that improved availability and increased use has occurred. Specifically,
the number of DXA claims has increased from 77,133 in 1994 to 1,331,271 in 1999 and
2,555,727 in 2004 (Table 1). Unlike other imaging studies whose volume increases
have been driven by single specialty society use, increases in DXA testing result from
muiltiple specialties (Figure 1). Importantly, there have been major increases in DXA
use by primary care specialties (Family Practice, Internal Medicine, and Gynecology),
while Radiology has remained constant and the Rheumatology and Endocrinology
proportion has declined (Figure 2). Driven by the patient-based Federal initiatives listed
above, these increases can be seen to be appropriate and not an over-utilization of
services.
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Despite these increases there is evidence that DXA testing still remains under-utilized.
In a recent study of a random sample of a representative Medicare population of 43,802
women eligible for osteoporosis screening, only 23% were tested between 1999 and
2001. Of greater concern, among women at highest fracture risk due to advancing age,
BMD testing declined by 4-6% for each 5-year age increment after age 75.2* Data from
HEDIS in 2003 indicated that only 18% of female Medicare beneficiaries who had a
fracture received either a BMD or prescription for drug therapy within 6 months of the
date of the fracture. In 2004, that number had increased to 19%.%° In summary, though
progress has been made with an increase in the number of people tested, this disease
continues to be neglected in most individuals at high risk for fracture.

Proposed Changes: Effect on Access and Quality of Care _

With the above as background, the ISCD is seriously concerned about the revised
Medicare Physician Fee Schedule that would decrease payment for DXA (76075) by
71% (current payment of $139.46, 2010 payment of $39.80) and VFA by 37% (current
payment of $39.41, 2010 payment of $24.64) assuming a constant conversion factor.
[Note that potential further reductions factoring in the proposed 10% decrease in
physician work RVU to preserve budget neutrality and Section 5102 of the Deficit
Reduction Act of 2005 for non-facility services are not included in these calculations.] In
reviewing the proposed changes in RVUs for DXA and VFA (see Table 2) we note a
30% decline in work RVU and a 79% decline in Practice Expense (PE) RVU for DXA.
For VFA, we note a 48% decline in PE RVU. (Department of Heaith and Human
Services; Centers for Medicare and Medicaid Services. Medicare Program; Five-Year
Review of Work Relative Value Units Under the Physician Fee Schedule and Proposed
Changes to the Practice Expense Methodology; Notice. (CMS-1512-PN, RIN 0938-
AO22) Federal Register. Vol 71, No. 125. Thursday, June 26, 2006. p 37170-37430.
http:/iwww.cms.hhs.gov/quarterlyproviderupdates/downloads/cms1512pn.pdf)

The ISCD is concerned that this will markedly reduce the availability of high
quality bone mass measurement and thus have a profound adverse impact on
patient access to appropriate skeletal health care. We believe that many physicians
will discontinue performing these essential services, as it will not be fiscally viableto
continue doing so either with existing equipment or by replacing aging machines.
Moreover, despite the under-utilization noted above, physicians who are contemplating
adding DXA and VFA capabilities to their practice will now be dissuaded from doing so.
This reduction of access could be expected to be of greatest consequence in rural
areas.

in addition to reducing access, the proposed changes seem destined to lower the
quality of measurements performed. As noted above, a major focus of the ISCD is to
promote excellence in skeletal health assessment through education, certification and
standardization. We recognize that quality bone mass measurement requires specific
education and expertise for both the physician and technologist. It is essential that
densitometers are appropriately maintained and that physician and technologist skills be
continually updated. With inadequate reimbursement, such quality measures,
continuing professional development, and ultimately patient care, seem destined to
suffer.
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Analysis of the Five-Year Review of Work Relative Value Units Under
the Physician Fee Schedule and Proposed Changes to Practice
Expense Methodology

The ISCD extensively reviewed the current Work surveys for DXA and VFA and the
Practice Expense data for DXA and VFA and has identified specific flaws in data input
and important data omissions, which when combined with use of other CMS
methodology for calculation of the PE, results in the aforementioned severe reductions
in DXA and VFA reimbursement.

The ISCD respectfully submits that flaws exist in the calculation of the Practice

Expense RVU component for DXA (76075) and VFA (76077). Specific areas of

concern are as follows:

¢ Inappropriate application of equipment costs. While the equipment cost is
appropriately listed for VFA using current fan beam densitometers at $85,000, in
contrast, DXA is assigned a cost of $41,000 based on pencil beam
instrumentation. Of the two largest United States manufacturers of DXA
instruments, one no longer produces pencil beam machines and for the other
such low-end instruments comprises less than 20% of sales. Thus, fan beam
densitometers make up the vast majority of densitometers currently available in
practice, and therefore the ISCD would argue that the equipment cost for DXA
should be listed at $85,000.

o Inappropriate utilization rates. Utilization rates for DXA and VFA are listed at
50%. This rate has been applied to all procedures, despite the fact that “single
disease state” imaging procedures such as DXA and VFA have utilization rates
that have been estimated at 15-20%. Unlike other high volume procedures
where patients are referred to dedicated imaging centers, DXA and VFA are
frequently obtained by primary care physicians, rheumatologists and
endocrinologists and offered as point-of-care service. Based on 2002 Medicare
data, 70% of DXA studies are performed in office (30% in hospital settings) and
60% are performed by non-radiologists.

o Other densitometry costs are omitted. For example, the cost of phantoms,
necessary service contracts/software upgrades and office upgrades to allow
digital image transmission are not included.

The ISCD also believes that flaws exist in determination of the physician work
RVU component for DXA (76075). Specific areas of concern are as follows:

¢ RUC subcommittee decreases work RVU. The American College of Radiology
(ACR) polled a broad range of radiologists to perform the physician work survey
and recommended that the work RVU remain at 0.3. However, subsequently, a
working group comprised of six RUC members recommended that the value be
reduced to 0.2 (the 25th percentile of the ACR survey) stating that “... the (RUC)
workgroup believed that the actual work is less infense and more mechanical
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than the specialty society’s description of the work.” It is worth noting that this
RUC subcommittee was comprised of a vascular surgeon, anesthesiologist,
general surgeon, pulmonologist, psychiatrist, and a family practitioner. Only one
of these physicians could be expected to be knowledgeable about DXA
interpretation. We believe this reduction to be inappropriate in that DXA
reporting is not simple mechanical reporting of data generated by the DXA
machine software. Rather, the optimal reporting of DXA data requires
specialized knowledge and expertise. That the need for such expertise is often
unappreciated is emphasized by a recent survey of over 700 physicians
conducted by the ISCD in which 71% of physicians reported finding incorrect
DXA interpretations at least once per month and 98% reporting that poor quality
DXA reports were harmful to patient care.?® Moreover, the RUC
recommendation to reduce the physician work RVU places DXA in a unique
group of only 29 other codes (out of a total of approximately 500) which the RUC
recommended for cutbacks.

o Clinical vignette. A clinical vignette of a typical patient is provided to assist in
assigning an appropriate value to the average physician work effort. A series of
questions references this vignette in assigning a value to complexity/intensity,
mental effort/judgment, technical skill/physical effort, and psychological stress.
The 2005 survey was compared to the original survey in 1994 to determine if the
work value differed (under or over-valued). Strikingly, “the typical patient” listed
in both surveys was not the same. In 1994 it was “a 55 year old menopausal
woman presents with a family history of osteoporosis and is considering estrogen
therapy.” In 2005 the “typical patient” is “A 66 year old woman (who) had
previous bone density demonstrating severe osteoporosis. The patient has been
on hormone replacement therapy for one year and a follow-up DXA scan is
ordered.” Since the survey vignettes are substantially different, a comparison of
work involved in DXA interpretation using this vignette with the prior survey
vignette is problematic.

This flawed methodology leads to inappropriate rankings of procedures
sometimes known as a “Rank Order Anomaly.” Physician work in terms of
corresponding RVUs can be ranked from least to greatest intensity. The greater degree
of physician work, the higher the RVU. Examples include physicians work reading an
EKG is 0.17 versus reading a series of lumbar spine radiographs is 0.36. This would
imply that reading lumbar spine radiographs has over twice the physician work related
to that activity compared to reading an EKG. A rank order anomaly would be defined as
a CPT code that, despite having greater amount of physician work, is ranked below one
in which less work is involved. The summation of the aforementioned flaws in accuracy
of data input, important data omissions and use of the CMS designed bottom-up
methodology for calculation of the PE taken together result in such a “Rank Order
Anomaly” in which tests that are clearly less intensive than DXA are more highly valued.
Specifically, peripheral DXA studies (CPT 76076) would carry a greater physician work
RVU (0.22) than central DXA (CPT 76075) (0.20) despite the fact that central DXA is
clearly more labor intensive and of greater complexity.
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Clinical Society Survey Results

We appreciate that CMS did request input on CPT code 76075 for review by all
interested societies and that the current ACR survey results for DXA and VFA were
based on 51 completed surveys sent to 240 radiologists. However, we believe that
clinical societies were remiss by not participating in the prior survey. As such, the
ISCD, in cooperation with the American Society for Bone and Mineral Research
(ASBMR), the American Association of Clinical Endocrinologists (AACE), The
Endocrine Society (TES), the North American Menopause Society (NAMS), and the
American College of Rheumatology (ACR - Rheum) completed an independent Work
and PE RVU survey almost identical to the 2005 ACR RUC survey to provide additional
clinical perspective. We were kindly assisted by the ACR in this process. As such, an
electronic survey was created by an ISCD task force and distributed to all physician
members of the aforementioned societies. A summation of these results follows.

The ISCD received a total of 453 surveys completed by physicians. Respondents
identified themselves as practicing in the following medical specialty areas:

% of total

Specialty respondents
Rheumatology 36.7%
Endocrinology 22.2%
internal Medicine 11.2%
OB/GYN 9.2%
Family Practice 6.9%
Radiology | - 4.7%
Other 9.2%

Of responding physicians, 16% identified their practice location as rural, 42% suburban
and 42% urban. Additionally, they identified their practice type as 28% solo practice,
39% single specialty group, 24% multispecialty group, and 9% medical school faculty.

The ISCD welcomes the opportunity to share the full results of this survey with CMS.
Several key survey questions and their resuits are as follows:

Clinical Society Physician Work Survey Results

Time Question:
“How much of your own time (day of procedure) is required per patient treated for each
of the following steps in patient care related to this procedure? Indicate your time (in
minutes) for DXA CPT code 76075. (Record time in minutes.)”

Time in Minutes
Low | 25" % [ Median | 75 % | High | Mean
Pre-Service 0 2 5 10 60 6

Post-Service
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It is apparent that the time required per patient for DXA CPT code 76075 is substantially
higher than recorded in the ACR survey, which noted a median intra-service time of 4
minutes and a 25" percentile of 2 minutes.

Work RVU Question:
“Based on your review of all previous steps, please provide your estimated physician
work RVU for the DXA CPT code 76075.”

Low | 25" % [Median | 75" % High Mean

DXA 76075 A7 .35 .50 1.00 3.68 .76

The work RVU values for DXA CPT code 76075 are substantially higher than that
recorded in the ACR survey, which noted a median work RVU of 0.3 and a 25"
percentile of 0.2,

Thus, for both the physician time component and the physician work RVU, substantially
higher values were obtained when 453 physicians from multiple disciplines were
surveyed in contrast to 51 physicians from a single specialty (radiology).

Clinical Society Practice Expense Survey Results

¢ Equipment costs: Although we did not ask for invoice cost of DXA machines,
we did survey for the type of machine used. 93% of the machines utilized
were fan beam and only 7% were pencil beam. This corroborates our earlier
statement that the vast majority of densitometers in clinical practice are fan-
beam technology, to which CMS has previously assigned a value of $85,000.
o Utilization rates. The following questions were asked to determine utilization
rates:
o “Number of DXA procedures done in an average month per machine?”
o “Number of hours per week that practice (where machine is located) is
open for operation?”
o “Average number of days per month (where machine is located) is
open for operation?”
A median of 60 DXA procedures were performed in an average month at a
median intra-service time for non-facility and facility of 34 minutes per
procedure. The median hours per week were 40 and the median number of
days per month 20, to arrive at a utilization rate of 21%. This is in line with
previous estimates for single-disease state imaging of 15-20% and vastly
different from the 50% utilization rate used in the original PE calculation. It is
important to note that the 50% utilization rate was not surveyed, but provided
as an estimate by consultants to CMS.
¢ Additional costs: Our survey identified median service contract costs of
$5,000 per year and median software upgrades of $2,000 per year
documenting the additional costs associated with DXA performance which
were not previously accounted for.
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in summary, this larger survey supports our premise that specific flaws were present in
data input and data omissions in calculation of the physician work and practice expense
RVUs.

Conclusion:

In view of the aforementioned flaws used to capture and calculate work and practice
expense RVU, the resultant rank order anomaly, and the discordance of results from
this larger specialty society survey, the ISCD respectfully requests that that CMS
review the proposed cuts, and, at the very least, keep reimbursement at the
current levels for DXA (CPT code 76075) and VFA (CPT code 76077). This
approach would resolve the inconsistency with the agency’s preventive health care
mission. As noted above, osteoporosis is a major health care issue in this country.
Federal initiatives to detect this disease using DXA and VFA, and appropriately treat
individuals at high risk, are crucial. CMS claims data indicates that testing is increasing,
however it still remains vastly under utilized. Our survey data underscores the
additional time involved in the performance of DXA and VFA studies that has not been
captured by prior survey methods. Moreover, additional costs associated with machine
upgrades, phantoms for quality control and continuing education of technologists and
physicians are required to assure that this essential service is performed optimally. As
such, we propose that special resource considerations are necessary, for both DXA and
VFA, to assure widespread availability of high-quality screening in the United States.

We strongly believe that if the new RVUs are enacted, the very same initiatives
that CMS has championed to increase the diagnosis and treatment of
osteoporosis will be severely undermined. Reducing DXA reimbursement from
approximately $140 to $40 and VFA from $40 to $25 will force primary care physicians
and specialists to abandon testing and limit future purchases by other health care
providers. Limited access to DXA and VFA testing will be particularly severe in rural
areas where there are fewer facilities and distances to travel are greater.

We appreciate that the problems in the field of health care are complex. However,
testing for osteoporosis using DXA and VFA are low cost options that can be
incorporated into the primary care setting. Coupled with increased knowledge of non-
pharmacologic approaches to fracture prevention and an expanding array of
medications for osteoporosis prevention and treatment, these tests are of proven benefit
in reducing future fractures and improving the quality of life for our patients. The
Surgeon General’s report on Bone Health and Osteoporosis calls on the Federal
government to play a “vital leadership role...in promoting bone health. To play this role
effectively, elected policymakers and other government leaders need to recognize the
long-term financial and social costs of the status quo (less than optimal bone heaith
status) and appreciate the potential to reduce these costs and improve quality of life
through prevention, early detection and early treatment.”’ President Bush has declared
2002-2011 as the “Decade of the Bone and Joint.” The ultimate irony would be to honor
this by limiting the availability of DXA and VFA in the United States.
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We are sensitive to economic concerns that try to preserve budget neutrality for medical
care to Medicare beneficiaries. However, reducing DXA and VFA payments appears to
be short-sighted. Given the increasing age of the United States population, coupled
with the anticipated further limits on osteoporosis testing one can only expect dramatic
increases in fracture-related health care costs above the current levels of $12-17 billion
per year.

The ISCD appreciates this opportunity to comment on the proposed changes to the
Medicare Physician Fee Schedule. We welcome any further dialogue with the Center for
Medicare and Medicaid Services regarding the issues we have outlined in this letter. If
you have any questions concerning ISCD’s comments, please contact Donna Fiorentino
(Manager Public Policy Affairs) at 860.586.7563 Ext. 553 or at dfiorentino@iscd.org.

Sincerely,

Neil Binkley, MD, CCD Sanford Baim, MD, FACR, CCD
President, ISCD ' Vice-President, ISCD

)(Mm Lae- — Nidprn Wl

Andrew Laster, MD, FACR, CCD Nelson B. Watts, MD, FACP, MACE, CCD
Chair Public Policy, ISCD Past-President, ISCD
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Table 1: Claims to CMS for DXA (Provided by the AMA)

CPT Code Year

1994 1999 2004
76075 61,862 853,144 1,593,796
76075-26 15,271 412,352 832,565
76075-TC 3,129 65,775 129,366
Total 80,262 1,331,271 2,555,727
76075 and 26 77,133 1,265,496 2,426,361

Note: 76075-26 = professional component only; 76075-TC = technical component only

Excerpted from claims data provided by the AMA’s Department of Physician Payment
Policy and Systems
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Table 2: Proposed Changes in RVUs for DXA and VFA

Facility | (Office)

Year Work PE Liability | Total | Conversion Payment
2006 0.3 3.2 0.18 | 3.68 $37.90 $139.46
2007 0.2 2.57 0.18 | 2.95 ($37.90) $111.81
2008 0.2 1.9 0.18 12.28 {($37.90) $86.41
2009 0.2 1.3 0.18 |1.681 ($37.90) $63.67
2010 0.2 0.67 0.18 [1.05 ($37.90) $39.80

{Professional)
2006 0.3 0.1 0.01 |0.41 $37.90 $15.54
2007 0.2 0.09 0.01 0.3 ($37.90) $11.37
2008 0.2 0.08 0.01 |0.29 ($37.90) $10.99
2009 0.2 0.07 0.01 |} 0.28 ($37.90) $10.61
2010 0.2 0.06 0.01 |0.27 ($37.90) $10.23

{Technical)
2006 0 3.1 0.17 | 3.27 $37.90 $123.92
2007 0 2.48 0.17 | 2.65 {$37.90) $100.44
2008 0 1.86 0.17 | 2.03 ($37.90) $76.94
2009 0 1.23 0.17 1.4 | - ($37.90) $53.06
2010 0 0.61 0.17 {0.78 ($37.90) $29.56

2006 0.17 0.81 0.06 |1.04 $37.90 $39.41
2007 0.17 0.71 0.06 |0.94 ($37.90) $35.63
2008 0.17 0.61 0.06 10.84 ($37.90) 531.84
2009 0.17 0.52 0.06 10.75 ($37.90) 528.43
2010 0.17 0.42 0.06 | 0.65 ($37.90) $24.64
{Professional)
2006 0.17 0.08 0.01 {0.24 $37.90 $9.10
2007 0.17 0.07 0.01 {0.24 ($37.90) $9.01
2008 0.17 0.07 0.01 10.23 ($37.90) $8.91
2009 0.17 0.06 0.01 [0.23 ($37.90) $8.82
2010 0.17 0.05 0.01 |0.23 ($37.90) $8.72
{Technical)
2006 0 0.75 0.05 0.8 $37.90 $30.52
2007 0 0.66 0.05 [0.71 ($37.90) $26.91
2008 0 0.56 0.05 0.61 ($37.90) $23.12
2009 0 0.47 0.05 | 0.52 ($37.90) $19.71
2010 0 0.37 0.05 |0.42 ($37.90) $15.92

Data from Medicare Physician Fee Schedule 2006 and 2010
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Figure 1: Increase in DXA testing over time
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Figure 2: Change in DXA Usage by Specialty Based on Claims to CMS
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Appendix A: Official Positions of the International Society for Clinical Densitometry

The Intemnational Society for Clinical Densitometry (ISCD) is a not-for-profit multidisciplinary professional
society with a mission to enhance knowledge and quality of bone densitometry among heaithcare
professionals, educate clinicians and technologists, increase patient awareness and access to bone
densitometry, and support clinical and scientific advances in the field,

With the evolution of bone densitometry, differences in technologies, acquisition techniques, reference
databases, reporting methods, and terminology have developed. These differences may have adverse
effects on patient care and the exchange of scientific information. To address these issues, the ISCD
periodically holds Position Development Conferences, a process whereby an international panel of
experts makes recommendations based on reviews of the scientific literature by the ISCD's Scientific
Advisory Committee. Recommendations that are approved by the ISCD Board of Directors become
Official Positions of the ISCD.

All ISCD Official Positions are for worldwide application except where otherwise noted.

These are the Official Positions of the ISCD as updated in 2005. The Official Positions that are new or
revised since 2003 are in bold type. These Official Positions may also be viewed and downloaded as a
text file or PowerPoint presentation from the ISCD Web site at www.ISCD.org.

© Copyright ISCD, September 2005. Supercedes all prior “Official Positions” publications.

INDICATIONS FOR BONE MINERAL DENSITY (BMD) TESTING

Women aged 65 and older.

Postmenopausal women under age 65 with risk factors.

Men aged 70 and older.

Adults with a fragility fracture.

Adults with a disease or condition associated with low bone mass or bone loss.
Adults taking medications associated with low bone mass or bone loss.

Anyone being considered for pharmacologic therapy.

Anyone being treated, to monitor treatment effect.

Anyone not receiving therapy in whom evidence of bone loss would lead to treatment.

® & &6 6 o & ¢ o o

Women discontinuing estrogen should be considered for bone density testing according to the indications
listed above.

REFERENCE DATABASE FOR T-SCORES
o Use a uniform Caucasian (non-race adjusted) female normative database for women of all ethnic
groups.”
¢ Use a uniform Caucasian (non-race adjusted) maie normative database for men of all ethnic
groups.”
+« The NHANES lili database should be used for T-score derivation at the hip regions.

*Note: Application of recommendation may vary according to local requirements.

CENTRAL DXA FOR DIAGNOSIS

+ The WHO international reference standard for osteoporosis diagnosis is a T-score of -2.5 or
less at the femoral neck. :
+ The reference standard from which the T-score is calculated is the female, white, age 20-

29 years NHANES lii database.

* Osteoporosis may be diagnosed in postmenopausal women and in men age 50 and older if
the T-score of the lumbar spine, total hip or femoral neck is -2.5 or less:*
+ In certain circumstances the 33% radius (also called 1/3 radius) may be utilized.
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*Note: Other hip regions of interest, including Ward's area and the greater trochanter, should
not be used for diagnosis. Application of recommendation may vary according to local
requirements.

Skeletal sites to measure

s Measure BMD at both the PA spine and hip in all patients.

¢ Forearm BMD should be measured under the following circumstances:
e Hip and/or spine cannot be measured or interpreted.
¢ Hyperparathyroidism.
* Very obese patients (over the weight limit for DXA table).

Spine Region of Interest

e Use PA L1-L4 for spine BMD measurement.

* Use all evaluable vertebrae and only exclude vertebrae that are affected by local structural
change or artifact. Use three vertebrae if four cannot be used and two if three cannot be used.
BMD based diagnostic classification should not be made using a single vertebra.

If only one evaluable vertebra remains after excluding other vertebrae, diagnosis should
be based on a different valid skeletal site.

¢ Anatomically abnormal vertebrae may be excluded from analysis if:

e They are clearly abnormal and non-assessable within the resolution of the system;
or

+ There is more than a 1.0 T-score difference between the vertebra in question and
adjacent vertebrae.

e When vertebrae are excluded, the BMD of the remaining vertebrae is used to derive the
T-score.

+ lLateral spine should not be used for diagnosis, but may have a role in monitoring.

Hip Region of Interest

« Use femoral neck or total proximal femur, whichever is lowest.

« BMD may be measured at either hip.

¢ There are insufficient data to determine whether mean T-scores for bilateral hip BMD can be
used for diagnosis.

+ The mean hip BMD can be used for monitoring, with total hip being preferred.

Forearm Region of interest
« Use 33% radius (sometimes called one-third radius) of the non-dominant forearm for diagnosis.
Other forearm regions of interest are not recommended.

FRACTURE RISK ASSESSMENT

A distinction is made between diagnostic classification and the use of BMD for fracture risk
assessment.

For fracture risk assessment any well-validated technique can be used, including
measurements of more than one site, where this has been shown to improve the
assessment of risk.

USE OF THE TERM “OSTEOPENIA”

The term “osteopenia” is retained, but “low bone mass” or “low bone density” is preferred.
People with low bone mass or density are not necessarily at high fracture risk.

PERIPHERAL BONE DENSITOMETRY

The World Health Organization (WHO) criteria for diagnosis of osteoporosis and osteopenia should
not be used with peripheral BMD measurement other than 33% radius.
« Peripheral measurements:

o Are useful for assessment of fracture risk.
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+ Theoretically can be used to identify patients unlikely to have osteoporosis and identify
patients who should be treated; however, this cannot be applied in clinical practice until
device-specific cut-points are established.

¢  Should not be used for monitoring.

BMD REPORTING IN POSTMENOPAUSAL WOMEN AND IN MEN AGE 50 and OLDER
e T-scores are preferred.
e The WHO densitometric classification is applicable.

BMD REPORTING IN FEMALES PRIOR TO MENOPAUSE AND IN MALES YOUNGER THAN AGE 50
« Z-scores, not T-scores, are preferred. This is particularly important in chiidren.
¢ A Z-score of -2.0 or lower is defined as “below the expected range for age” and a Z-score
above -2.0 is “within the expected range for age.”

Z-SCORE REFERENCE DATABASE
s Z-gcores should be population specific where adequate reference data exist. For the
purpose of Z-score calculation, the patient’s self-reported sthnicity should be used.

DIAGNOSIS IN CHILDREN (MALES OR FEMALES LESS THAN AGE 20)

e T-scores should not be used in children; Z-scores should be used instead.

s T-scores should not appear in reports or on DXA printouts in children.

» The diagnosis of osteoporosis in children should not be made on the basis of densitometric criteria
alone.

¢ Terminology such as "low bone density for chronologic age” or "below the expected range for age”
may be used if the Z-score is below -2.0.

o Z-scores must be interpreted in the light of the best available pediatric databases of age-matched
controls. The reference database should be cited in the report.
Spine and total body are the preferred skeletal sites for measurement.
The value of BMD to predict fractures in children is not clearly determined.
There is no agreement on standards for adjusting BMD or bone mineral content (BMC) for factors
such as bone size, pubertal stage, skeletal maturity, and body composition. If adjustments are
made, they should be clearly stated in the report.

e Serial BMD studies should be done on the same machine using the same scanning mode, software
and analysis when appropriate. Changes may be required with growth of the child.

* Any deviation from standard adult acquisition protocols, such as use of low~density software and
manual adjustment of region of interest, should be stated in the report.

SERIAL BMD MEASUREMENT

¢ Serial BMD testing can be used to determine whether treatment should be started on untreated
patients, because significant loss may be an indication for treatment.

s Serial BMD testing can monitor response to therapy by finding an increase or stability of bone
density.

s Serial BMD testing can evaluate individuals for non-response by finding loss of bone density,
suggesting the need for reevaluation of treatment and evaluation for secondary causes of
osteoporosis.

s Follow-up BMD testing should be done when the expected change in BMD equals or exceeds the
least significant change (LSC).

» Intervals between BMD testing shouid be determined according to each patient's clinical status.
Typically one year after initiation or change of therapy is appropriate, with longer intervals once
therapeutic effect is established.

¢ In conditions associated with rapid bone loss, such as glucocorticoid therapy, testing more
frequently is appropriate.
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o Calculate the average BMD relationship and least significant change between the initial
and new machine using the ISCD Cross Calibration Tool.

* Use this least significant change for comparison between previous and new system.
Inter-system quantitative comparisons can only be made if cross calibration is
performed on each skeletal site commonly measured.

¢ Once a new precision assessment has heen performed on the new system, ali future
scans should be compared to scans performed on the new system using the newly
established intra-system least significant change.

¢ If a cross-calibration assessment is not performed, no quantitative comparison to the prior
machine can be made. Consequently, a new baseline BMD and intra-system LSC should be
established.

BMD COMPARISON BETWEEN FACILITIES
¢ It is not possible to quantitatively compare BMD or to calculate a least significant change
between facilities without cross-calibration.

VERTEBRAL FRACTURE ASSESSMENT NOMENCLATURE
¢ Vertebral Fracture Assessment (VFA) is the correct term to denote densitometric spine
imaging performed for the purpose of detecting vertebral fractures.

INDICATIONS FOR VFA
» Consider VFA when the results may influence clinical management.
¢ When BMD measurement is indicated, performance of VFA should be considered in clinical
situations that may be associated with vertebral fractures. Examplies inciude:
¢ Documented height loss of greater than 2 cm (0.75 in) or historical height loss greater
than 4 cm (1.5 in) since young adulit.
History of fracture after age 50.
Commitment to long-term oral or parenteral glucocorticoid therapy.
History and/or findings suggestive of vertebral fracture not documented by prior
radiologic study.

METHOD FOR DEFINING AND REPORTING FRACTURES ON VFA

¢ The methodology utilized for vertebral fracture identification should be similar to standard
radiological approaches and be provided in the report.

¢ Fracture diagnosis should be based on visual evaluation and include assessment of
grade/severity. Morphometry alone is not recommended because it is unreliable for
diagnosis.

¢ The severity of vertebral fractures may be determined using the semiquantitative (SQ)
assessment criteria developed by Genant. [Genant HK et al. J Bone Miner Res. 1993;8:1137-1148)
Severity of deformity may be confirmed by morphometric measurement if desired.

INDICATIONS FOR FOLLOWING VFA WITH ANOTHER IMAGING MODALITY
¢ The decision to perform additional imaging must be based on each patient's overall clinical
picture including the VFA resuit.
¢ Consider additional imaging when there are:
o Equivocal fractures.
¢ Unidentifiable vertebrae between T7-L4.
» Sclerotic or lytic changes or findings suggestive of conditions other than osteoporosis.
Note: VFA is designed to detect vertebral fractures and not other abnormalities.

BASELINE DXA REPORT: MINIMUM REQUIREMENTS
o Demographics (name, medical record identifying number, date of birth, sex).
¢ Requesting provider.
¢ Indications for the test.
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CPT Code:
AMA/SPECIALTY SOCIETY RVS UPDATE PROCESS
SUMMARY OF RECOMMENDATION

Recommended Work Relative Value
CPT Code:76075 Global Period: XXX Specialty Society RVU: 0.30
RUCRVU: 0.20
CPT Descriptor: Dual energy x-ray absorptiometry (DXA), bone density study, one or more sites; axial skeleton (eg, hips,
pelvis, spine)

CLINICAL DESCRIPTION OF SERVICE:

Vignette Used in Survey: A 66 year old woman had previous bone density demonstrating severe osteoporosis. The patient
has been on hormone replacement therapy for one year and a follow-up DXA scan is ordered.

(Note: 76077 Vertebral fracture assessment when ordered and performed is coded separately)
Percentage of Survey Respondents who found Vignette to be Typical: 93%
Is conscious sedation inherent to this procedure? No Percent of survey respondents who stated it is typical? 0%

Is conscious sedation inherent in your reference code? No

Description of Pre-Service Work:

. Review the reason for the exam and any pertinent clinical history
. Review any prior DXA studies

Description of Intra-Service Work:

Review scout images to assure scanning technique was satisfactory
Interpret the DXA scan data and compare to established norms
Compare the results of the DXA scan to previous studies

Dictate report for the medical record

Description of Post-Service Work:
Review and sign final report
. Discuss findings with referring physician







CPT Code:

SURVEY DATA
RUC Meeting Date (mm/yyyy) |08/2005

Presenter(s): Bibb Allen, Jr., M.D. and Jonathan Berlin, M. D.
Specialty(s): American College of Radiology

CPT Code: 76075
Sample Size: 240 Resp n: 51 Response: 0.00 %
Sample Type: Random
Low | 25" pctl | Median* | 75th pctl High

Survey RVW: 0.05 0.20 0.30 0.45 0.92
Pre-Service Evaluation Time: 1.0
Pre-Service Positioning Time: 0.0
Pre-Service Scrub, Dress, Wait Time: 0.0
Intra-Service Time: 1.00 2.00 4.00 5.00 15.00
Post-Service Total Min** |CPT code / # of visits

Immed. Post-time: 1.00

Critical Care time/visit(s): 0.0 99291x 0.0 99292x 0.0

Other Hospital timel/visit(s): 0.0 99231x 0.0 99232x 0.0 99233x 0.0

Discharge Day Mgmt: 0.0 99238x 0.00 99239x 0.00

Office time/visit(s): 00 99211x 0.0 12x 0.0 13x0.0 14x 0.0 15x 0.0

**Physician standard total minutes per E/M visit: 99291 (63); 99292 (32); 99233 (41); 99232 (30);
99231 (19); 99238 (36); 99215 (59); 99214 (38); 99213 (23); 99212 (15); 99211 (7).
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CPT Code:
KEY REFERENCE SERVICE:
Key CPT Code Global Work RVU

72050 XXX 031

CPT Descriptor Radiologic examination, spine, cervical; minimum of four views

KEY MPC COMPARISON CODES:
Compare the surveyed code to codes on the RUC’s MPC List. Reference codes from the MPC list should be chosen, if
appropriate that have relative values higher and lower than the requested relative values for the code under review.

MPC CPT Code 1 Global Work RVU
73560 XXX 0.17
CPT Descriptor 1 Radiologic examination, knee; one or two views

MPC CPT Code 2 Global Work RVU
74400 XXX 049

CPT Descriptor 2 Urography (pyelography), intravenous, with or without KUB, with or without tomography

Other Reference CPT Code Global Work RVU

CPT Descriptor

RELATIONSHIP OF CODE BEING REVIEWED TO KEY REFERENCE SERVICE(S):

Compare the pre-, intra-, and post-service time (by the median) and the intensity factors (by the mean) of the service you are
rating to the key reference services listed above. Make certain that you are including existing time data (RUC if
available, Harvard if no RUC time available) for the reference code listed below.

Number of respondents who choose Key Reference Code: 12 % of respondents: 23.5 %
TIME ESTIMATES (Median) Key Reference
CPT Code: CPT Code:
76075 72050
[ Median Pre-Service Time 1 w0 ] 000 |
| Median Intra-Service Time 10 400 ][ o000 |
Median Immediate Post-service Time 1.00 0.00
Median Critical Care Time 00 0.00
Median Other Hospital Visit Time 00 0.00
Median Discharge Day Management Time 0.0 0.00
Median Office Visit Time 0.0 0.00
Median Total Time 6.00 0.00
Other time if appropriate 8.00

INTENSITY/COMPLEXITY MEASURES (Mean)

Mental Effort and Judgment ean

The number of possible diagnosis and/or the number of L 142 “ 2.82 1
management options that must be considered







CPT Code:

‘The amount and/or complexity of medical records, diagnostic tests, [ 217 j I 264
and/or other information that must be reviewed and analyzed

| Urgency of medical decision making 1 125 || 27
Technical SkillPhysical Effort (Mean

| Technical skill required 11 167 || 209

[ Physical effort required IHIEE) 145
Psychological Stress {ivlean

| The risk of significant complications, morbidity andormoralicy |[ 150 |[ 291

{ Outcome depends on the skill and judgment of physician I w67 ]| 309

| Estimated risk of malpractice suit with poor outcome 1 12 || 327
INTENSITY/COMPLEXITY MEASURES CPT Code  Reference

Service 1

Time ents ean

[ Pre-Service intensity/complexity [ 160 || 178

[Intra-Service intensity/complexity J I 208 J L 2.0

lPost—Service intensity/complexity I r 1.82 I [ 2.10

COMPELLING EVIDENCE RATIONALE (Required to be Completed)

Describe the process by which your specialty society reached your final recommendation. If your society has used an
IWPUT analysis, please refer to the Instructions for Specialty Societies Developing Work Relative Value Recommendations

for the appropriate formula and format.

The ACR RUC Committee reviewed the survey data and concluded there is no compelling evidence to change the work
RVU for this service. Rationale for the no change recommendation includes:

1. The RUC Committee considered the intensity of 76075 to be similar to the plain radiograph family of codes.

2. Time data is consistent with other XXX codes with similar RVU values. (For example, the work value and survey time
for DXA is consistent with that obtained for code 74022 (Radiologic examination, abdomen; complete acute abdomen
series, including supine, erect, and/or decubitus views, single view chest) in this Five Year Review.

3. Comparison to 73560 (Radiologic examination knee; one or two views) on the MPC A List with:

Work RVU: 0.17 RVU

Pre-service Time: 0 minutes
Intra-service Time: 3 minutes
Post Service Time: 0 minutes

4. Intensity/complexity measures are similar to the reference service.







CPT Code:

SERVICES REPORTED WITH MULTIPLE CPT CODES

1.

Is this code typically reported on the same date with other CPT codes? If yes, please respond to the following
questions: No

Why is the procedure reported using multiple codes instead of just one code? (Check all that apply.)

The surveyed code is an add-on code or a base code expected to be reported with an add-on code.
Different specialties work together to accomplish the procedure; each specialty codes its part of the
physician work using different codes.

Multiple codes allow flexibility to describe exactly what components the procedure included.
Multiple codes are used to maintain consistency with similar codes.

Historical precedents.

Other reason (please explain)

I

Please provide a table listing the typical scenario where this code is reported with multiple codes. Include the
CPT codes, global period, work RVUs, pre, intra, and post-time for each, summing all of these data and
accounting for relevant multiple procedure reduction policies. If more than one physician is involved in the
provision of the total service, please indicate which physician is performing and reporting each CPT code in your
scenario.

Five-Year Review Specific Questions:

Please indicate the number of survey respondent percentages responding to each of the following questions (for example
0.05 =5%):

Has the work of performing this service changed in the past 5 years? Yes 33% No 67%

A.

B.

This service represents new technology that has become more familiar (i.e., less work):
Iagree 12% Ido not agree 88%

Patients requiring this service are now:

more complex (more work) 59% less complex (less work) no change 41%
The usual site-of-service has changed:

from outpatient to inpatient from inpatient to outpatient 18% no change 82%






CPT Code:

Addendum to RUC Summary of Recommendation Form
Five-Year Review of Physician Work
Resulting Practice Expense Direct Input Modifications

CPT Code: N/A

Current Time Data (2005 Medicare Physician Payment Schedule — Utilize Report Provided by AMA Staff with Survey Packet)

Complete if Code is priced in the non-facility:
Physician Intra-Service Time:

Clinical Staff Type: Intra Assist Physician Time: Staff % of Physician
Staff #1 time
Clinical Staff Type: Intra Assist Physician Time: Staff % of Physician
Staff #2 time
Complete if the global period is 010, or 090
Discharge Day (none, 4, or full) 99238:
Number and Level of Office Visits: 99211:
99212;
99213:
99214:
99215:

Revised Time Data (Base physician time data on new survey data and recommendations; use current staff type and ratios from
above to compute new clinical staff intra assist physician time. The change in staff intra-assist physician time is the difference
between the current and revised intra-assist physician time)

Complete if Code is priced in the non-facility:

Physician Intra-Service Time:
Clinical Staff Type: Intra Assist Physician Time: | Staff % of Physician time Change:
Staff #1 . In Time
Clinical Staff Type: Intra Assist Physician Time: | Staff % of Physician time Change:
Staff #2 In Time
Complete if the global period is 010, or 090
Discharge Day (none, 4, or full) 99238:
Number and Level of Office Visits: 99211:

99212:

99213:

99214:

99215:
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AMA/SPECIALTY SOCIETY RVS UPDATE PROCESS
SUMMARY OF RECOMMENDATION

Recommended Work Relative Value
CPT Code:76075 Global Period: XXX Specialty Society RVU: 0.30
RUCRVU:
CPT Descriptor: Dual energy x-ray absorptiometry (DXA), bone density study, one or more sites; axial skeleton (eg, hips,
pelvis, spine)

CLINICAL DESCRIPTION OF SERVICE:

Vignette Used in Survey: A 66 year old woman had previous bone density demonstrating severe osteoporosis. The patient
has been on hormone replacement therapy for one year and a follow-up DXA scan is ordered.

(Note: 76077 Vertebral fracture assessment when ordered and performed is coded separately)
Percentage of Survey Respondents who found Vignette to be Typical: 93%
Is conscious sedation inherent to this procedure? No Percent of survey respondents who stated it is typical? 0%

Is conscious sedation inherent in your reference code? No

Description of Pre-Service Work:

. Review the reason for the exam and any pertinent clinical history
. Review any prior DXA studies

Description of Intra-Service Work:

Review scout images to assure scanning technique was satisfactory
Interpret the DXA scan data and compare to established norms
Compare the results of the DXA scan to previous studies

Dictate report for the medical record

Description of Post-Service Work:
. Review and sign final report
. Discuss findings with referring physician






CPT Code:

SURVEY DATA

RUC Meeting Date (mmiyyyy)  |08/2005

Presenter(s): Bibb Allen, Jr., M.D. and Jonathan Berlin, M. D.
Specialty(s): American College of Radiology
CPT Code: 76075
Sample Size: 240 Respn: 51 Response: 0.00 %
Sample Type: = Random
Low | 25" petl | Median* | 75thpctl |  High

Survey RVW: 0.05 0.20 0.30 0.45 0.92
Pre-Service Evaluation Time: 2.0
Pre-Service Positioning Time: 0.0
Pre-Service Scrub, Dress, Wait Time: 0.0
Intra-Service Time: 1.00 2,00 4.00 5.00 15.00
Post-Service Total Min** |CPT code / # of visits

Immed. Post-time: 2.00

Critical Care time/visit(s): 0.0 99291x 0.0 99292x 0.0

Other Hospital time/visit(s): 0.0 99231x 0.0 99232x 0.0 99233x 0.0

Discharge Day Mgmt: 0.0 99238x 0.00 99239x 0.00

Office timelvisit(s): 0.0 99211x 0.0 12x 0.0 13x0.0 14x 0.0 15x 0.0

**Physician standard total minutes per E/M visit: 99291 (63); 99292 (32); 99233 (41); 99232 (30);
99231 (19); 99238 (36); 99215 (59); 99214 (38), 99213 (23); 99212 (15); 99211 (7).






CPT Code:

KEY REFERENCE SERVICE:
Key CPT Code Global Work RVU
72050 XXX 031

CPT Descriptor Radiologic examination, spine, cervical; minimum of four views

KEY MPC COMPARISON CODES:
Compare the surveyed code to codes on the RUC’s MPC List. Reference codes from the MPC list should be chosen, if
appropriate that have relative values higher and lower than the requested relative values for the code under review.

MPC CPT Code 1 Global Work RVU
73560 XXX 0.17
CPT Descriptor 1 Radiologic examination, knee; one or two views

MPC CPT Code 2 Global Work RVU
74400 XXX 049

CPT Descriptor 2 Urography (pyelography), intravenous, with or without KUB, with or without tomography

Other Reference CPT Code Global Work RVU

CPT Descriptor

RELATIONSHIP OF CODE BEING REVIEWED TO KEY REFERENCE SERVICE(S):

Compare the pre-, intra-, and post-service time (by the median) and the intensity factors (by the mean) of the service you are
rating to the key reference services listed above. Make certain that you are including existing time data (RUC if
available, Harvard if no RUC time available) for the reference code listed below.

Number of respondents who choose Key Reference Code: 12 % of respondents: 23.5 %
TIME ESTIMATES (Median) Key Reference
CPT Code: CPT Code:
76075 72050
[ Median Pre-Service Time ] 200 0.00 |

- [Median Intra-Service Time [ 400 ]| 0.00 1

Median Immediate Post-service Time 2.00 0.00

Median Critical Care Time 00 0.00

Median Other Hospital Visit Time 00 0.00

Median Discharge Day Management Time 00 0.00

Median Office Visit Time 00 0.00

Median Total Time 8.00 0.00

Other time if appropriate 8.00

INTENSITY/COMPLEXITY MEASURES (Mean)

Mental Effort and Judgment ean

The number of possible diagnosis and/or the number of|| 142 JL 2.82 |
management options that must be considered







CPT Code:

The amount and/or complexity of medical records, diagnostic tests, | 2.17 4] L 2.64 |
and/or other information that must be reviewed and analyzed
| Urgency of medical decision making J L 125 4' | 273 |
Technical Skill/Physical Effort ([Viean
[ Technical skill required 1 e | 209 |
[ Physical effort required 1 1 145 |
Psychological Stress ({Viean
Wc risk of significant complications, morbidity and/or mortality J I 150 ] l 291 |
‘ Outcome depends on the skill and judgment of physician J L 1.67 J L 309 ]
|§imated risk of malpractice suit with poor outcome ] I 142 ] l 327 I
INTENSITY/COMPLEXITY MEASURES CPT Code  Reference
Service 1
Time ents ({viean
| Pre-Service intensity/complexity || 160 || 1.78 |
[Intra-Service intensity/complexity J I 208 4' | 2.70 |
[ﬁst-Service intensity/complexity J | 1.82 J I 2.10 |

COMPELLING EVIDENCE RATIONALE (Required to be Completed)

Describe the process by which your specialty society reached your final recommendation. If your society has used an
IWPUT analysis, please refer to the Instructions for Specialty Societies Developing Work Relative Value Recommendations
for the appropriate formula and format.
The ACR RUC Committee reviewed the survey data and concluded there is no compelling evidence to change the work
RVU for this service. Rationale for the no change recommendation includes:
1. The RUC Committee considered the intensity of 76075 to be similar to the plain radiograph family of codes.
2. Time data is consistent with other XXX codes with similar RVU values. (For example, the work value and survey time
for DXA is consistent with that obtained for code 74022 (Radiologic examination, abdomen; complete acute abdomen
series, including supine, erect, and/or decubitus views, single view chest) in this Five Year Review.
3. Comparison to 73560 (Radiologic examination knee; one or two views) on the MPC A List with:

Work RVU:  0.17 RVU

Pre-service Time: 0 minutes

Intra-service Time: 3 minutes

Post Service Time: O minutes

4. Intensity/complexity measures are similar to the reference service.







CPT Code:

SERVICES REPORTED WITH MULTIPLE CPT CODES

1.

Is this code typically reported on the same date with other CPT codes? If yes, please respond to the following
questions: No

Why is the procedure reported using multiple codes instead of just one code? (Check all that apply.)

The surveyed code is an add-on code or a base code expected to be reported with an add-on code.
Different specialties work together to accomplish the procedure; each specialty codes its part of the
physician work using different codes.

Multiple codes allow flexibility to describe exactly what components the procedure included.
Multiple codes are used to maintain consistency with similar codes.

Historical precedents.

Other reason (please explain)

LOoo0 0o

Please provide a table listing the typical scenario where this code is reported with multiple codes. Include the
CPT codes, global period, work RVUs, pre, intra, and post-time for each, summing all of these data and
accounting for relevant multiple procedure reduction policies. If more than one physician is involved in the
provision of the total service, please indicate which physician is performing and reporting each CPT code in your
scenario.

Five-Year Review Specific Questions:

Please indicate the number of survey respondent percentages responding to each of the following questions (for example
0.05 =5%):

Has the work of performing this service changed in the past 5 years? Yes 33% No 67%

AL

B.

This service represents new technology that has become more familiar (i.e., less work):
Tagree 12% 1do not agree 88%

Patients requiring this service are now:

more complex (more work) 59% less complex (less work) no change 41%
The usual site-of-service has changed:

from outpatient to inpatient from inpatient to outpatient 18% no change 82%






CPT Code:

Addendum to RUC Summary of Recommendation Form
Five-Year Review of Physician Work
Resulting Practice Expense Direct Input Modifications

CPT Code: N/A

Current Time Data (2005 Medicare Physician Payment Schedule — Utilize Report Provided by AMA Staff with Survey Packet)

Complete if Code is priced in the non-facility:
Physician Intra-Service Time:

Clinical Staff Type: Intra Assist Physician Time: Staff % of Physician
Staff #1 time
Clinical Staff Type: Intra Assist Physician Time: Staff % of Physician
Staff #2 time
Complete if the global period is 010, or 090
Discharge Day (none, %, or full) 99238:
Number and Level of Office Visits: 99211:
99212:
99213
99214
99215:

Revised Time Data (Base physician time data on new survey data and recommendations; use current staff type and ratios from
above to compute new clinical staff intra assist physician time. The change in staff intra-assist physician time is the difference
between the current and revised intra-assist physician time)

Complete if Code is priced in the non-facility:

Physician Intra-Service Time:
Clinical Staff Type: Intra Assist Physician Time: | Staff % of Physician time Change:
Staff #1 In Time
Clinical Staff Type: Intra Assist Physician Time: | Staff % of Physician time Change:
Staff #2 In Time
Complete if the global period is 010, or 090
Discharge Day (none, 4, or full) 99238:
Number and Level of Office Visits: 99211:

99212;

99213:

99214:

99215:
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Submitter : Mr. John Qutlaw Date: 10/10/2006
Organization :  Pathology Service Associates, LLC
Category : Laboratory Industry
Issue Areas/Comments
GENERAL
GENERAL

RE: REASSIGNMENT AND PHYSICIAN SELF-REFERRAL

SUMMARY: POD labs and the like will continue to thrive despite attempts to erect technical barriers as long as the financial incentive to profit from self-referrals
remains in place. Therefore, we believe that the most effective means of addressing the fraud and abuse threat posed by the pod lab model is to exclude anatomic
pathology services from the in-office ancillary services exception.

See Attachment.

CMS-1321-P-853-Attach-1.PDF
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9 October 2006

Mark B. McClellan, M.D.

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1321-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: REASSIGNMENT AND PHYSICIAN SELF-REFERRAL

Dear Dr. McClellan:

Pathology Service Associates, LLC (PSA) wishes to offer the following comments on
changes to the Medicare reassignment and physician self-referral rules as proposed in the
“Revisions to Payment Policies Under the Physician Fee Schedule for Calendar Year
2007 and Other Changes to' Payment Under Part B”, CMS-1321-P (71 Fed. Reg. 48982,
August 22, 2006). PSA is a business support service company for independent practices
of pathology, providing billing and other back-office solutions for some 380 pathologists
in 24 states. Unfortunately, we have seen that very independence which we seek to
preserve as a highly-valued and necessary element in providing high-quality patient care
threatened in recent years. A variety of schemes have been carefully crafted to subvert
the intent of Medicare policy by circumventing the very laws, rules and regulations meant
to constrain them. Therefore, we applaud CMS’ latest proposed changes designed
specifically to curb the recent growth of these so-called “pod” or “condo™ laboratories.

Perhaps more important, however, we encourage CMS to take aggressive action now to
fend off a newer, and perhaps larger, threat to the truly independent practice of
pathology, which has appeared recently in the form of in-office (POL) anatomic
pathology labs. These labs are a result of the various warnings and prohibitions against
the pod labs, crafted specifically to achieve “technical” compliance with the in-office
ancillary exception and other Medicare laws, rules and regulations. These anatomic
POL’s still pose the same threat in the form of economic incentives and therefore the
potential for abuse in the increased utilization of anatomic pathology services.

While we are generally supportive of CMS’ efforts to restrict the various contractual joint
ventures which threaten independence of the pathology industry, we believe that
continuing to address this issue through various technical requirements, however well-
thought and intended, will have little practical long-term impact. As long as anatomic

The Business Solution for Pathology™






pathology services continue to be viewed as a potential new source of revenue for certain
specialty physician practices, permitting them to profit from their own self-referrals, they
will find a way to circumvent the technical requirements of the law.

For that reason, we believe that the most effective means of addressing this threat is to
exclude anatomic pathology services from the in-office ancillary services exception.
We believe this will effectively eliminate the financial incentives that create the most
significant threat of fraud and abuse in the program, while preserving the ability of
physicians to provide these necessary services for the care of their patients, as purchased
services under existing regulations. To that end, we ask CMS to work with the College of
American Pathologists (CAP) to develop appropriate regulatory language that will deal
more directly with the root cause of the current abuse in the pod and anatomic POL
schemes by removing the financial incentive currently associated with the self-referral for
anatomic pathology services.

Thank you for the opportunity to provide these comments.

Respectfully,

John R. Qutlaw, CHC

Chief Compliance Officer
Pathology Service Associates, LLC
PO Box 100559

Florence, SC 29501-0559

‘The Business Solution for Pathology”
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Submitter : Dr. Steven Nissen Date: 10/10/2006
Organization :  American College of Cardiology
Category : Other Association
Issue Areas/Comments
GENERAL
GENERAL
See Attachment
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October 10, 2006

Leslie V. Norwalk, Esquire

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS 1321-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-8018

Dear Ms. Norwalk:

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

The ACC is pleased to offer comments on the notice of proposed rulemaking
entitled Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2007 and Other Changes to
Payment Under Part B (CMS 1321-P) published in the Federal Register on
August 22, 2006. Our goal in reviewing proposed Medicare policy changes is
to assure access to quality cardiovascular care for Medicare beneficiaries. The
College believes that rational, fair physician payment policies are a critical
component of adequate access to care. We offer the following comments in
support of that goal.

DRA Proposals

Section 5102 Multiple imaging procedures

The ACC supports CMS’s proposal to maintain the payment reduction for the
technical component of certain multiple imaging procedures at 25 percent for
the second and any subsequent procedures instead of the previously proposed
50 percent. As we noted in comments submitted previously, we recognize that
physician practices may achieve some savings in practice expenses when
multiple imaging procedures are performed on contiguous body parts during

;. A
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the same patient care session. However, the ACC disagreed that the data on direct
practice expense inputs supported a reduction of 50 percent. We are pleased that CMS
has responded favorably.

As a result of the savings from the multiple imaging procedure payment reduction, CMS
increased the 2006 practice expense RVUs by 0.3 percent. The proposed rule notes that
this increase will be removed from the 2007 practice expense RVUs to comply with the
Deficit Reduction Act (DRA) requirement that the multiple imaging procedure payment
reduction be exempted from the budget neutrality requirement. The ACC understands
that CMS is merely complying with the statute in making this change. We must note,
however, our strong objection to singling out one type of physician service to achieve
savings in overall Medicare physician payments.

Section 5102 Limit on payment for technical component of imaging procedures

The ACC strongly opposes the DRA provision limiting payment for the technical
component of imaging services to the lesser of the payment amount under the Medicare
physician fee schedule or the payment amount under the hospital outpatient prospective
payment system (OPPS). We object to the process through which it was enacted without
full discussion and public debate, to the precedent it sets of targeting imaging services to
achieve savings in physician payment, and to the invalid comparison it makes between
two fundamentally different payment systems. We recognize, nevertheless, that CMS
must implement the statutory requirement. ACC’s comments on several aspects CMS’s
proposal for implementing this DRA provision follow.

Definition of imaging services
For purposes of defining imaging services subject to the technical component payment

cap of the lesser of the OPPS APC rate or technical component Physician Fee Schedule
reimbursement rate by the DRA, CMS proposes to define imaging as “services
provid[ing] visual information regarding areas of the body that are not normally visible,
thereby assisting in the diagnosis or treatment of illness or injury.” We believe this
proposed definition is overly broad and, theoretically, could even apply to open surgical
techniques. We recommend the following definition of imaging for purposes of
implementing the DRA:

Medical Imaging uses noninvasive techniques to view all parts of the body and thereby
diagnose an array of medical conditions. These techniques include the use of ionizing
radiation (x-rays and CT scans), Magnetic Resonance Imaging, ultrasound and scans
obtained after the injection of radio nucleotides (bone scans, PET imaging etc).

Another type of distinctly different "imaging" is the use of real-time, imaging guidance to
guide minimally invasive diagnostic therapeutic procedural interventions such as
percutaneous angioplasty, hepatic embolization, or cardiac catheterization. In these types
of procedures, imaging is essential in that it is used to guide the placement of catheters,
balloons, stents, and other medical devices. Such imaging would never be provided in the
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absence of minimally invasive diagnostic procedures and interventions; and without this
type of imaging only open surgical procedures would be possible.

The ACC does not believe that this type of real-time, imaging guidance was the intended
focus of the DRA imaging reimbursement cap. These imaging guidance services are
differentiated within CPT by the inclusion of the nomenclature "radiological supervision
and interpretation” or "imaging supervision and interpretation” within the code
descriptors. We believe that these services should not be subject to the DRA
reimbursement cap.

Services included in Addendum F

The preamble to the proposed rule states “We excluded all HCPCS codes for imaging
services that are not separately paid under the OPPS since there would be no
corresponding OPPS payment to serve as a TC cap.” However, Addendum F includes
93555 and 93556 (Imaging, cardiac catheterization). Under OPPS imaging guidance is
bundled into the payment for cardiac catheterization, so there is no separate OPPS
payment corresponding to either 93555 or 93556. We believe CMS included these two
codes in error and we urge that they be removed from Addendum F.

The ACC also recommends that CMS exclude Category III CPT codes from the list of
procedures subject to the DRA cap on payments for the technical component of imaging
services. By definition, Category III codes describe emerging technology. Thus, no
RVUs have been assigned to reflect costs in the physician office setting and OPPS
payment rates do not reflect the costs of providing these procedures in the hospital
outpatient setting. Therefore, the ACC believes it is inappropriate to apply the DRA
payment limitation to emerging technology services currently identified by Category III
CPT codes.

Services subject to both the DRA cap and the mulitiple procedure payment reduction

The ACC supports CMS’s decision to apply the multiple procedure payment reduction
first for those services subject to both the cap on the technical component payment and
the multiple imaging procedure payment reduction.

Resource Based Practice Expense RVU Proposals for 2007

The ACC’s comments on the June 29, 2006 proposed rule included a discussion of our
concerns about the significant decreases in practice expense RVUs proposed for cardiac
catheterization services performed in the non-facility setting (CPT 93510 - 93533). As we
noted, we believe that the magnitude of the proposed cuts for these services reflects, in
large measure, weaknesses in data used for establishing both the direct and indirect cost
portions of the RVUs.

In the August proposed rule, CMS proposed carrier pricing for these codes. We agree that
the data problems affecting these codes are so significant that even the proposed first year
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transition values are probably inappropriate and could adversely affect patient access. We
believe, though, that carrier pricing is not the most appropriate strategy for establishing
2007 values. It is our understanding that other commenters will be submitting to CMS
data on direct expenses. The ACC has not yet reviewed these data. We plan to work
closely with all affected stakeholders to review existing data, gather any additional data
needed, and request prompt review by the PERC. Until the ACC and the PERC can
complete this review, we recommend that CMS use the 2006 non-facility RVUs for CPT
93510 - 93533 as interim values for 2007.

Cardiac monitoring

The ACC remains concerned that the significantly reduced practice expense RVUs
proposed for remote cardiac monitoring services could threaten patient access to these
important services. We are pleased that CMS has requested additional practice expense
data for these procedures. We note that CPT 93236 (24 hour electrocardiographic
monitoring) should be added to the list. The ACC concurs with CMS’s assessment that
remote cardiac monitoring services do not fit the typical physician service model for
purposes of developing direct practice expense inputs. Consequently, the current direct
practice expense inputs do not capture all practice expenses required to provide remote
cardiac monitoring services. We look forward to working with CMS and remote cardiac
monitoring services providers to gather and review the necessary data.

Supply and equipment information

Tables 1 and 2 in the preamble to the proposed rule identified several supply and
equipment items for which CMS needs of current price information. Following is ACC’s
response to this request.

Table 1 Supply items needing specialty input for pricing

Code Description New price Source

SK 105 | Blood pressure recording form NA

This item can be deleted. The ambulatory blood pressure monitoring system for which we
are providing new price information generates the form, so separate pricing is not
necessary.

SD 140 | Pressure bag $95.00 per 5 unit McKesson
box

SD 213 | Tubing, sterile, non-vented (fluid $47.46 per 50 unit | McKesson
administration) box

Table 2 Equipment items needing specialty input for pricing

Code Description New price Source
EQ 269 | Ambulatory blood pressure monitor $1920 Tiba Medical
EQ 008 | ECG signal averaging system $17,900 GE

System includes ECG cart ($12,500), software for late potential QRS ($3,200), and
software for P-wave measurement which is less common ($2,200).
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We have forwarded this information, along with documentation of the prices to the
responsible CMS staff.

PLI RVUs

Currently, CMS assigns professional liability insurance (PLI) RVUs to the professional
and technical components of codes by allocating the PLI RV Us for the global code on the
basis of the division of practice expense RVUs between the two components. The ACC
believes that in the case of imaging services, this approach results in PLI RVUs that do
not accurately reflect the relative professional liability costs associated with the
professional and technical components. Although the technical performance of an
imaging service does entail some professional liability risk, the liability risk associated
with the physician interpretation of the imaging service is much greater. We urge CMS to
develop a more accurate method for distributing the PLI RVUS between professional and
technical components. Development of such a method may not be accomplished quickly.
In the short term, therefore, we recommend that CMS reverse the current assignment of
PLI RVUs between technical and professional components.

Proposed Changes to Reassignment and Physician Self-Referral Rules Relating to
Diagnostic Tests

The ACC has strongly and consistently supported efforts to eliminate or severely reduce
opportunities for fraud and abuse in the Medicare program. The proposed rule revisions
to the physician self-referral rules appear to target apparent abuses within pathology
services. The ACC, therefore, recommends that CMS strictly limit the application of
these changes—if adopted—to the field of pathology at the present time.

We believe this is the most appropriate course of action for CMS to pursue at this time, as
it is our understanding that the medical societies representing pathologists initiated the
development of these proposed rule changes with the agency out of concern for the
specific practices emerging in that field (i.e. “pod-labs.”). Further, we also understand
that the proposed revisions are the product of a collaborative effort between CMS and
those pathologist groups, and that the revisions generally meet with the pathology

groups’ approval. The ACC commends CMS for taking this collaborative approach to
rulemaking.

As noted by the preamble itself, CMS is seeking comments on whether the proposed
changes should apply strictly to pathology services, or if they should also extend to
diagnostic imaging and other services beyond pathology (71 Fed. Reg. 49056; August 22,
2006).At the present time, we believe that the impact of these proposed regulations on
diagnostic imaging and other non-pathology services cannot be accurately studied within
the relatively short timeframe afforded by the comment period for the proposed 2007
Medicare Physician Fee Schedule. Among possible ACC concerns requiring additional
study: .
e The proposed conditions of permissible billing for technical and/or professional
components (TC/PC, respectively) of testing services may significantly interfere
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with physician group practices’ flexibility in legitimately contracting with
independent physicians, thereby potentially increasing costs to the Medicare
program; and :

® The proposed changes to the reassignment rules, along with the modifications to
the “centralized building” requirements may also significantly impede the
incorporation of certain diagnostic imaging services into (non-radiology)
physician group practice settings—potentially closing opportunities to reduce
costs and inefficiencies in the delivery of these critical services to Medicare
beneficiaries.

To ensure that such rules with potentially wide-ranging and disruptive effects on the
quality of care are adequately studied prior to adoption, the ACC reiterates its strong
recommendation that CMS limit the application of these proposed revisions strictly to
pathology services (e.g. pod-labs, etc.), and that the agency engage with the ACC and
other stakeholder groups to study and develop solutions to potential fraud and abuse
concemns in other areas of care. The ACC remains eager to work with CMS on such an
endeavor.

Independent Diagnostic Testing Facility IDTF) Issues

With regard to the application of the proposed standards to IDTFs, the ACC recommends
that CMS carefully evaluate whether, as currently written, they should apply uniformly to
the diverse array of services provided by these entities. We also encourage CMS to
consider accreditation status as an alternative mechanism for compliance with the
proposed standards. Specifically, we suggest that entities that have been accredited by a
nationally recognized accreditation body, such as the Intersocietal Accreditation
Commission, could be deemed to be in compliance with Medicare’s IDTF standards. In
the alternative, the ACC urges CMS to work with IDTFs and other stakeholders to ensure
that the proposed standards properly target questionable practices while not impeding the
provision of legitimate and beneficial services for Medicare beneficiaries.

Promoting Effective Use of Health Information Technology (HIT)

The ACC strongly supports the incorporation of health information technology (HIT) into
the practice of medicine and throughout the health care industry in general, out of
recognition for both the potentially significant improvements to the quality of care
provided to patients and the administrative cost savings involved.

We agree with CMS’ conclusion that the selection and promotion of voluntary data and
systems standards is key to achieving effective HIT implementation among providers and
payers. It is critical to the success of HIT implementation that the process for developing
standards must include thorough consideration by HHS/CMS of the input from all
stakeholders.
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Leslie V. Norwalk, Esquire

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS 1321-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-8018

Dear Ms. Norwalk:

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

The ACC is pleased to offer comments on the notice of proposed rulemaking
entitled Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2007 and Other Changes to
Payment Under Part B (CMS 1321-P) published in the Federal Register on
August 22, 2006. Our goal in reviewing proposed Medicare policy changes is
to assure access to quality cardiovascular care for Medicare beneficiaries. The
College believes that rational, fair physician payment policies are a critical
component of adequate access to care. We offer the following comments in
support of that goal. :

DRA Proposals

Section 5102 Multiple imaging procedures

The ACC supports CMS’s proposal to maintain the payment reduction for the
technical component of certain multiple imaging procedures at 25 percent for
the second and any subsequent procedures instead of the previously proposed
50 percent. As we noted in comments submitted previously, we recognize that
physician practices may achieve some savings in practice expenses when
multiple imaging procedures are performed on contiguous body parts during
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the same patient care session. However, the ACC disagreed that the data on direct
practice expense inputs supported a reduction of 50 percent. We are pleased that CMS
has responded favorably.

As a result of the savings from the multiple imaging procedure payment reduction, CMS
increased the 2006 practice expense RVUs by 0.3 percent. The proposed rule notes that
this increase will be removed from the 2007 practice expense RVUs to comply with the
Deficit Reduction Act (DRA) requirement that the multiple imaging procedure payment
reduction be exempted from the budget neutrality requirement. The ACC understands
that CMS is merely complying with the statute in making this change. We must note,
however, our strong objection to singling out one type of physician service to achieve
savings in overall Medicare physician payments.

Section 5102 Limit on payment for technical component of imaging procedures

The ACC strongly opposes the DRA provision limiting payment for the technical
component of imaging services to the lesser of the payment amount under the Medicare
physician fee schedule or the payment amount under the hospital outpatient prospective
payment system (OPPS). We object to the process through which it was enacted without
full discussion and public debate, to the precedent it sets of targeting imaging services to
achieve savings in physician payment, and to the invalid comparison it makes between
two fundamentally different payment systems. We recognize, nevertheless, that CMS
must implement the statutory requirement. ACC’s comments on several aspects CMS’s
proposal for implementing this DRA provision follow. '

Definition of imaging services
For purposes of defining imaging services subject to the technical component payment

cap of the lesser of the OPPS APC rate or technical component Physician Fee Schedule
reimbursement rate by the DRA, CMS proposes to define imaging as “services
provid[ing] visual information regarding areas of the body that are not normally visible,
thereby assisting in the diagnosis or treatment of illness or injury.” We believe this
proposed definition is overly broad and, theoretically, could even apply to open surgical
techniques. We recommend the following definition of imaging for purposes of
implementing the DRA:

Medical Imaging uses noninvasive techniques to view all parts of the body and thereby
diagnose an array of medical conditions. These techniques include the use of ionizing
radiation (x-rays and CT scans), Magnetic Resonance Imaging, ultrasound and scans
obtained after the injection of radio nucleotides (bone scans, PET imaging etc).

Another type of distinctly different "imaging" is the use of real-time, imaging guidance to
guide minimally invasive diagnostic therapeutic procedural interventions such as
percutaneous angioplasty, hepatic embolization, or cardiac catheterization. In these types
of procedures, imaging is essential in that it is used to guide the placement of catheters,
balloons, stents, and other medical devices. Such imaging would never be provided in the
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transition values are probably inappropriate and could adversely affect patient access. We
believe, though, that carrier pricing is not the most appropriate strategy for establishing
2007 values. It is our understanding that other commenters will be submitting to CMS
data on direct expenses. The ACC has not yet reviewed these data. We plan to work
closely with all affected stakeholders to review existing data, gather any additional data
needed, and request prompt review by the PERC. Until the ACC and the PERC can
complete this review, we recommend that CMS use the 2006 non-facility RVUs for CPT
93510 - 93533 as interim values for 2007.

Cardiac monitoring

The ACC remains concerned that the significantly reduced practice expense RVUs
proposed for remote cardiac monitoring services could threaten patient access to these
important services. We are pleased that CMS has requested additional practice expense
data for these procedures. We note that CPT 93236 (24 hour electrocardiographic
monitoring) should be added to the list. The ACC concurs with CMS’s assessment that
remote cardiac monitoring services do not fit the typical physician service model for
purposes of developing direct practice expense inputs. Consequently, the current direct
practice expense inputs do not capture all practice expenses required to provide remote
cardiac monitoring services. We look forward to working with CMS and remote cardiac
monitoring services providers to gather and review the necessary data.

Supply and equipment information

Tables 1 and 2 in the preamble to the proposed rule identified several supply and
equipment items for which CMS needs of current price information. Following is ACC’s
response to this request.

Table 1 Supply items needing speciaity input for pricing

Code Description New price Source

SK 105 | Blood pressure recording form NA

This item can be deleted. The ambulatory blood pressure monitoring system for which we
are providing new price information generates the form, so separate pricing is not
necessary.

SD 140 | Pressure bag $95.00 per 5 unit | McKesson
box

SD 213 | Tubing, sterile, non-vented (fluid $47.46 per 50 unit | McKesson
administration) box

Table 2 Equipment items needing specialty input for pricing

Code Description New price Source
EQ 269 | Ambulatory blood pressure monitor $1920 Tiba Medical
EQ 008 | ECG signal averaging system $17,900 GE

System includes ECG cart ($12,500), software for late potential QRS ($3,200), and
software for P-wave measurement which is less common ($2,200).
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We have forwarded this information, along with documentation of the prices to the
responsible CMS staff.

PLIRVUs

Currently, CMS assigns professional liability insurance (PLI) RVUs to the professional
and technical components of codes by allocating the PLI RVUs for the global code on the
basis of the division of practice expense RVUs between the two components. The ACC
believes that in the case of imaging services, this approach results in PLI RVUs that do
not accurately reflect the relative professional liability costs associated with the
professional and technical components. Although the technical performance of an
imaging service does entail some professional liability risk, the liability risk associated
with the physician interpretation of the imaging service is much greater. We urge CMS to
develop a more accurate method for distributing the PLI RVUS between professional and
technical components. Development of such a method may not be accomplished quickly.
In the short term, therefore, we recommend that CMS reverse the current assignment of
PLI RVUs between technical and professional components.

Proposed Changes to Reassignment and Physician Self-Referral Rules Relating to
Diagnostic Tests

The ACC has strongly and consistently supported efforts to eliminate or severely reduce
opportunities for fraud and abuse in the Medicare program. The proposed rule revisions
to the physician self-referral rules appear to target apparent abuses within pathology
services. The ACC, therefore, recommends that CMS strictly limit the application of
these changes—if adopted—to the field of pathology at the present time.

We believe this is the most appropriate course of action for CMS to pursue at this time, as
it is our understanding that the medical societies representing pathologists initiated the
development of these proposed rule changes with the agency out of concern for the
specific practices emerging in that field (i.e. “pod-labs.”). Further, we also understand
that the proposed revisions are the product of a collaborative effort between CMS and
those pathologist groups, and that the revisions generally meet with the pathology
groups’ approval. The ACC commends CMS for taking this collaborative approach to
rulemaking. '

As noted by the preamble itself, CMS is seeking comments on whether the proposed
changes should apply strictly to pathology services, or if they should also extend to
diagnostic imaging and other services beyond pathology (71 Fed. Reg. 49056; August 22,
2006).At the present time, we believe that the impact of these proposed regulations on
diagnostic imaging and other non-pathology services cannot be accurately studied within
the relatively short timeframe afforded by the comment period for the proposed 2007
Medicare Physician Fee Schedule. Among possible ACC concerns requiring additional
study:

e The proposed conditions of permissible billing for technical and/or professional

components (TC/PC, respectively) of testing services may significantly interfere
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with physician group practices’ flexibility in legitimately contracting with
independent physicians, thereby potentially increasing costs to the Medicare
program; and

¢ The proposed changes to the reassignment rules, along with the modifications to
the “centralized building” requirements may also significantly impede the
incorporation of certain diagnostic imaging services into (non-radiology)
physician group practice settings—potentially closing opportunities to reduce
costs and inefficiencies in the delivery of these critical services to Medicare
beneficiaries.

To ensure that such rules with potentially wide-ranging and disruptive effects on the
quality of care are adequately studied prior to adoption, the ACC reiterates its strong
recommendation that CMS limit the application of these proposed revisions strictly to
pathology services (e.g. pod-labs, etc.), and that the agency engage with the ACC and
other stakeholder groups to study and develop solutions to potential fraud and abuse
concerns in other areas of care. The ACC remains eager to work with CMS on such an
endeavor.

Independent Diagnostic Testing Facility IDTF) Issues

With regard to the application of the proposed standards to IDTFs, the ACC recommends
that CMS carefully evaluate whether, as currently written, they should apply uniformly to
the diverse array of services provided by these entities. We also encourage CMS to
consider accreditation status as an alternative mechanism for compliance with the
proposed standards. Specifically, we suggest that entities that have been accredited by a
nationally recognized accreditation body, such as the Intersocietal Accreditation
Commission, could be deemed to be in compliance with Medicare’s IDTF standards. In
the alternative, the ACC urges CMS to work with IDTFs and other stakeholders to ensure
that the proposed standards properly target questionable practices while not impeding the
provision of legitimate and beneficial services for Medicare beneficiaries.

Promoting Effective Use of Health Information Technology (HIT)

The ACC strongly supports the incorporation of health information technology (HIT) into
the practice of medicine and throughout the health care industry in general, out of
recognition for both the potentially significant improvements to the quality of care
provided to patients and the administrative cost savings involved.

We agree with CMS’ conclusion that the selection and promotion of voluntary data and
systems standards is key to achieving effective HIT implementation among providers and
payers. It is critical to the success of HIT implementation that the process for developing
standards must include thorough consideration by HHS/CMS of the input from all
stakeholders.
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For these reasons, the ACC recommends that CMS continue to collaborate with all
stakeholders in the process of developing HIT standards and implementation timeframes,
only establishing and promoting such standards after carefully considering such input.

Health Care Information Transparency Initiative

The ACC shares with CMS concerns regarding rapidly escalating health care costs and
expenditures, and recognizes the need to implement reforms aimed at introducing cost
efficiencies while also improving the quality of care provided. While “transparency” of
costs and prices may indeed have an important role to play in helping to curb the growth
of health care costs, we have concerns regarding possible misrepresentations or
misinterpretations of such data, particularly in the latter example by patients. To ensure
complete and accurate data is assembled for these consumer resources, we urge CMS not
to rely exclusively on claims data, and instead incorporate information from a variety of
sources.

Thank you for the opportunity to comment upon this proposed rule. The ACC appreciates
CMS’ continued willingness to work cooperatively with the physician community to
strengthen the Medicare program and improve care for Medicare beneficiaries. Please
feel free to contact Rebecca Kelly, ACC’s Director of Regulatory Affairs at 202-375-
6398 or rkelly@acc.org with any questions.

Sincerely,

e, Ueramw

Steven E. Nissen, MD, FACC
President
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KIDNEY CARE COUNCIL
Providers of Quality Care for the Nation's Dialysis Patients

October 10, 2006

Mark McClellan, M.D., Ph.D.
Administrator

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

Room 445-G

200 Independence Avenue, SW
Washington, DC 20201

Re:  CMS 1321-P: Proposed Rule for Revisions to Payment Policies under the Physician Fee
Schedule for Calendar Year 2007 and Other Changes to Payment Under Part B

Dear Administrator McClellan,

I am writing on behalf of the Kidney Care Council (Council), formerly known as the Renal
Leadership Council, to provide you with our members’ comments regarding the Proposed Rule for
Revisions to Payment Policies under the Physician Fee Schedule for Calendar Year (CY) 2007
(Proposed Rule). As you may know, the Council is a coalition representing the nation’s dialysis
providers who collectively provide life-saving care to more than 70 percent of the dialysis
population.! We welcome the opportunity to comment on the Proposed Rule. We also appreciate
the collaborative relationship that has developed over the years with Centers for Medicare and
Medicaid Services (CMS), and we look forward to working with the CMS staff to ensure access to
quality dialysis services for Medicare beneficiaries.

Overall, the Council is generally supportive of the ESRD-related provisions included in the
Proposed Rule. It is apparent from the Proposed Rule provisions and the accompanying preamble
explanation that CMS has taken into consideration many of the issues the kidney care community
has encountered in years past. We appreciate the Agency’s willingness to work with the community
to ensure that its policies result in efficient and high quality care for patients with kidney failure.

Although generally pleased, we do have some concemns about the transparency of the
methodology underlying the Proposed Rule. Specifically, we encourage the Agency to:

o  Clarify the methodology it used in updating the drug add-on adjustment and ensure that
the price and utilization estimates are based on accurate data or are indexed

appropriately;

1See Artachment A for a list of the members of the Council.
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o Clarify that separately billed drugs for CY 2007 will be reimbursed at Average Sales Price
(ASP) +6 percent;

¢  Outline the methods used to develop the budget neutrality calculation for the geographic
wage index; and

o Implement the MedPAC recommendation to equalize the payments between hospital-
based and independent dialysis facilities.

L ESRD PROVISIONS: The Council agrees that the drug add-on adjustment
should be updated using a standard index, but is concemed about the
methodology used to determine price and utilization.

'The Council is pleased that CMS proposes using an index to update the drug add-on
adjustment, consistent with the requirements of the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA). The use of an index will provide a stable estimate of the
increases that influence the update of the drug add-on adjustment. However, based upon the
limited amount of information provided in the Proposed Rule, we are concemed that the proposed
methodology is not based upon a reliable data series and may, in particular, result in an inaccurate
assessment of the utilization of drugs that will affect the calculation of the update. Therefore, we
urge the Agencyto work closely with the kidney care community to develop an appropriate proxy
that can be used until CMS has accurate price and utilization data. In addition, we strongly urge
CMS 1o perform an adjustment to account for any forecasting error until CMS has stable data as it
does with other reimbursement programs, such as the managed care program, to ensure that if
estimates are not consistent with the actual price or utilization changes, there is a process to account
for the differences and to ensure that facilities receive the appropriate reimbursement payments.

A, CMS Should Clarify How It Arrived at the Proposed Producer Price Index of
4.9 Percent for Drug Prices

As a threshold matter, the Council is concemed about how the growth in drug prices is
estimated in the calculation of the update to the drug add-on adjustment. We agree that the
Producer Price Index (PP]) could potentially provide a stable and accurate estimate of price changes.
However, the Proposed Rule states that CMS estimates the PPI to be 4.9 percent. We understand
that CMS uses an outside consultant to forecast the PP1. Even so, we are concemned that the
forecast of 4.9 percent does not appear to be consistent with other data. For example, the reported
PPI 2006 through September is 6.3 percent. Looking at the 2004/2005 PPI would result in 5.1
percent. If these figures were used, there would be significant differences in the update to the drug
add-on adjustment. We encourage CMS to work with the Council to evaluate the differences
between the figures in the Proposed Rule and independent data sources to ensure that the
appropriate price forecasting method is used in calculaung the update to the drug add-on
adjustment.
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B.  CMS Should Clarify the Utilization Estimate

A second important factor in calculating the drug add-on adjustment is estimating the
utilization changes. In this regard, the Council also has questions about the data and methodology
CMS proposes 1o use to determine this estimate. We appreciate the Agency’s need to estimate
utilization because its current volume data based on Medicare claims is unstable and not suitable for
purposes of calculating the update to the drug add-on adjustment. However, the methodology CMS
uses to determine this estimate is not transparent. Given the importance of the utilization to the
calculation of the update for the drug add-on adjustment, we encourage CMS to review the analysis
provided by The Moran Company, which concludes that utilization rose modestly in 2005 over
2004.

"The Moran Company, using the most recent data available from CMS, has reviewed the
Proposed Rule and determined there is a minor discrepancy between the two analyses. However,
even small differences have a significant impact on provider payments ultimately for the kidney care
community. For example, when member companies of the Council estimated the change in price
and utilization using their own internal data, they found a decrease in price of 13.2 percent and an
increase in utilization of 1.8 percent. With these slightly different figures, the resulting drug add-on
adjustment would be approximately 15.46 percent. A different data set would lead to different
results as well.

Additionally, we are concerned about the Agency’s conclusion that the new EPO
Monitoring Policy (EMP) will decrease utilization of that biologic. As we have discussed with CMS
previously, dialysis facilities do not prescribe EPO and, therefore, cannot control its utilization.
However, our concem in this instance is that CMS is assuming the decrease in utilization without
having actual data to support the conclusion, We urge CMS to examine the impact of the policy

closely and to avoid basing payment policies on assumptions about how it may or may not change
behavior.

If the pricing change is consistent with the assessment of The Moran Company, then the
utilization is not flat and should result in a slightly higher update to the drug add-on adjustment. As
these examples demonstrate, small changes result in important differences in the ultimate update to
the drug add-on adjustment. Therefore, as described below, the Council urges CMS to adopt a
more stable estimate by using a proxy for CY 2007. However, if CMS follows this approach it
should, at a2 minimum, use the most recent data set available.

C.  CMS Should Work with the Council To Develop a Stable Utilization Estimate
for CY 2007 and Establish a Mechanism to Allow for Forecasting Emror
Adjustments

Because of the difficulties associated with the estimates in the Proposed Rule, The Moran
Company suggests that in the Final Rule CMS should (1) adopt an appropriate proxy of both price
and utilization and (2) establish a mechanism to adjust for forecasting error in prior estimates before
calculating subsequent years’ updates.
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For CY 2007, the Council seeks to work with CMS to develop an appropriate proxy to
establish a utilization estimate until volume trends stabilize. As described in The Moran Company
report, we suggest using the Agency’s own NHE projection for prescription drugs to ensure an
accurate update to the drug add-on adjustment. The NHE is superior to the PPI because it includes
both price and utilization. As The Moran Company indicates, although there are concerns about the
NHE aggregate trend projection being prejudiced by Part D drug utilization, it is possible for the
CMS Actuary to separate the Part B and Part D forecasts and use the Part B utilization as an index
for the growth in ESRD drugs. Historically, ESRD and part B annual drug utilization changes have
tracked closely. This proxy would be useful until CMS has credible ESRD trend data for both price
and utilization. We encourage the Agency to work with The Moran Company and the Council to
assess the possibility of using this index or another proxy that would ensure stable and reliable data
unt] CMS’s volume data is more stable and reliable and the Agencyhas addressed the data concerns
related to the methodology of the Proposed Rule.

Regardless of the estimate or proxy CMS ultimately adopts, the Final Rule should contain a
mechanism that would adjust for forecasting error adjustments of prior year estimates until the
Agency has stable data. If either the price or utilization forecasts are incorrect, then CMS can take
the correct numbers and use them to recalculate the volume or price before projecting for 2008.
'I?dxs'lzanmchgism should only need to be employed for one or two years until CMS has accurate
utilization data.

As The Moran Company report notes and the discussion of the price and utilization
estimates demonstrates, there are significant data difficulties that make forecasting price and
utilization for ESRD drugs problematic. Because of these data problems, there is not a clear
methodology that would allow CMS to construct accurate estimates for at least the next few years.
Until the data regarding ESRD drugs stabilizes, it is important that CMS ensures that price and
utilization are corrected on a prospective basis. As you know and as MedPAC has repeatedly
recognized, Medicare margins for dialysis payment, including separately billable drugs, remain
negative. Small changes in reimbursement rates have significant implications for the community.
This fact coupled with the Agency’s conservative indexing practices could lead to inappropriate
long:-term implications for the payment system if adjustments are not made. Again, we envision that
this mechanism should be focused on correcting errors on a prospective basis and would be needed
only until CMS has accurate volume data, most likely one or two years. For example, if the NHE
estimate were not representative of the actual trend, CMS could fix it in the base. We strongly urge
CMS to allow for forecasting error adjustment for this limited penod, as it has done for managed
care payments to health plans and other programs. Therefore, it seems appropriate for CMS to
adopt a mechanism that would allow it to adjust for forecasting errors in prior price and utilization
estimates before calculating the next year’s update to assure that any incorrect estimating problems
do not accumulate.

D.  CMS Should Incorporate Hospital Utilization Data in Its Calculation of the
Drug Add-on Adjustment

Finally, the Council encourages CMS to collect cost data from hospital-based providers to
enable accurate estimates of the costs of separately billable drugs in that seting. The Agency
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acknowledged the importance of collecting this data i the Final Rule published last November.
“We agree that the ideal approach would be to collect data from hospital-based facilities... We
intend to pursue options for obtaining additional data to more accurately compute and update the
drug add-on adjustment.”® This approach is also consistent with MedPAC's recommendations.?
This data will allow CMS to estimate the true drug add-on adjustment amount and the appropriate
updates by incorporating the hospital-based provider data into the analysis as well. Therefore, we
urge CMS to describe its data collection activities and how the data affect the calculation of the
update to the drug add-on adjustment.

II.  ESRD PROVISIONS: CMS Should Provide More Transparency on the
Calculation of the Budget Neutrality Factor for the Geographic Wage Index.

The Council continues to support the revisions to the geographic wage index. Yet once
again, we are concerned with the lack of transparency in terms of the data and methodology used.
Without this information, it is impossible to assess the accuracy of the budget neutrality calculation
for the wage index calculation, Calculation of budget neutrality for the geographic wage index
methodology proposal is a process that is subject to a number of possible variables. However, it is
difficult to understand the methodology CMS has employed because the Proposed Rule does not
explain the Agency’s approach. Therefore, the Council encourages CMS to provide the data and
methodology it used to calculate the budget neutrality factor in the Final Rule.

III.  ASPISSUES: The Final Rule Should Explicitly State that CMS Will Reimburse
Separately Billed Drugs at ASP +6 Percent.

In describing the reimbursement for separately billed drugs, the Proposed Rule states that
drugs will be reimbursed “based on section 1847A of the Act.” 71 Fed Reg at 49004. The text is
clearer and states the reimbursement will be at 106 percent of ASP. We encourage the Agencyto

provide a clear, concise statement of the reimbursement rate in the preamble as well to ensure that
there is no confusion because of the different wording.

IV. ESRD PROVISIONS: CMS Should Implement the Medicare Payment Advisory
Commission’s Recommendation that the Composite Rate Be Equalized between
Hospital-Based and Independent Dialysis Facilities.

The Proposed Rule notes the continued application of an approximate $4.00 differential in
composite rate payments that favor hospital-based providers.* Consistent with our previous
comments, the Council strongly urges CMS to follow the MedPAC recommendation to equalize
payments between hospital-based providers and independent dialysis facilities. As MedPAC notes,
the difference is the result of the Omnibus Budget Reconciliation Act of 1981, which “mandated

270 Fed Reg 70116, 70163 (Nov. 21, 2005).
*MedPAGC, “Report to the Congress: Issues in a Modernized Medicare Program® 96 (June 2005).
471 Fed Reg at 49005.
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separate rates for the two types of facilities.” Initially, “the Secretary atwibuted this $4 difference to
overhead, not to patient complexity or case mix.”* MedPAC concludes:

The current payment method is not consistent with the Commission’s principle of
paying the costs incurred by efficient providers who furnish appropriate care,
regardless of the care setting, Consequently, we reiterate our recommendation that
the Congress eliminate differences in payment for composite rate services between
freestanding and hospital-based facilities.”

As MedPAC recognizes, there is no longer a legitimate reason to pay hospital-based
providers more than independent dialysis facilities. We appreciate that CMS would prefer to have
Congress explicitly indicate that it supports this change as well. However, we continue to believe the
existing statutory language provides sufficient authority to allow CMS to implement this change in
the Final Rule. Specifically, Section 1395rr(b)(7) states that the Secretary must develop a composite
rate payment system that, among other

differentiatd s) between hospital-based facilities and other renal dialysis facilities and
which the Secretary determines, after detailed analysis, will nore gffectively enovurage the

1move effidert déliery of diabysis serucs.

(emphasis added). The language does not mandate that CMS provide a higher composite rate to
hospital-based providers. Instead, it instructs the Secretary to engage in a “detailed analysis” that
will ensure that the payment methodology encourages the more efficient use of dialysis services. As
Met(ljthAC has noted, the $4 differential payment does not appear to meet the efficiency requirement
of the statute.

Without this change, CMS is sending mixed signals to providers by rewarding less efficient
hospital-based providers, while simultaneously trying to develop programs that reward efficiency and
the delivery of high quality care. The Council again strongly encourages CMS to follow MedPACs

recommendation and establish reimbursement parity among hospital-based providers and
independent facilities.

V. Conclusion

The Council appreciates the on-going collaborative relationship between CMS and the
Council and we look forward to the opportunity to work with you and your staff to ensure the
appropriate implementation of ESRD reimbursement policies. On behalf of the Council, I would
like to thank you for your willingness to consider our perspective on these reimbursement changes
that significantly affect the clinical settings in which dialysis care is rendered and for the opportunity

*MedPAC, “Repont to the Congress: Medicare Payment Policy” 121 (March 2006).
°id
d
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o comment on the Proposed Rule. We hope to continue working with the Agency staff to ensure
that effective and high-quality dialysis services are accessible for Medicare beneficiaries. Please do
not hesitate to contact Rob Foreman (202) 756-3578 if you have comments or questions.

Sincerely,

A

Rob Foreman
President
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The Proposed End Stage Renal Disease Prospective Payment
System Update for 2007:

Evaluating Technical Options for Improved Payment Accuracy

As part of the Medicare Professional Fee Schedule rulemaking on August 22, 2006, the
Centers for Medicare & Medicaid Services (CMS) proposed updates to the End Stage
Renal Disease Prospective Payment System, which it has administered, since 2005, under
the requirements of the Medicare Modernization Act of 2003' (MMA). Under that
system, dialysis providers are paid for their services in two ways: they receive a
prospective payment for each treatment, and they are separately reimbursed for drugs that
are not explicitly “packaged” in the per treatment payment rate.

The prospective payment rate is itself composed of two components. The largest
component, called the “composite rate,” is fixed by statute, and provides for a $4 positive
differential in payment for treatment in a hospital. A second component, which was
implemented in 2003, is called the “drug spend add-on.” This component, which is
valued at $18.88 per treatment in 2006, is designed to hold dialysis providers harmless
for reductions in pharmaceutical reimbursements mandated by the MMA.

In 2005 and 2006, CMS established the amount for these payments by projecting the
expected volume of separately-reimbursable drugs likely to be used in the program year,
and the reimbursement rates for each drug under both prior and current law. The
aggregate drug spending “spread” between prior and current reimbursement policies was
then divided by the projected number of dialysis treatments to establish a per treatment
payment amount.

Citing the growing complexity of maintaining this estimation method in an environment
of changing payment methodologies, CMS has proposed, for 2007, to simplify this
calculation by indexing the 2006 drug spread add-on value to a two-part index.

The first part of the index would be a proxy for rising drug reimbursement rates under the
current payment methodology. CMS is proposing to use a projection of the increase in
the Producer Price Index (PPI) for pharmaceutical manufacturing as a proxy for this
value. The projected PPI value they published for calendar year 2007 is 4.90%

The second part of the index would be a projection of the likely increase in drug volume
consumed per dialysis beneficiary. In its proposed rule, CMS used data on
reimbursement changes from 2004 to 2005 to estimate the year-over-year change in
volume, which they then imputed to the 2006-2007 period. In the NPRM, the projected
value of this component is proposed to be zero, i.e., the update would be limited to 4.9%
of the 2006 drug spend add-on amount.

! Federal Register, Vol. 71, No. 162, p. 49004ff.







The Moran Company was engaged by the Renal Leadership Council, a trade group of
companies providing dialysis services, to evaluate the data CMS used and the
methodology it employed to make this estimate, and to evaluate technical alternatives
that could improve the accuracy of the projected payment update for 2007°. The
highlights of our findings are as follows:

¢ Several aspects of the methodology CMS has proposed are not fully transparent
based on the description of the methodology in the preamble.

¢ The volume growth projection is based on estimated values for “enrollment
growth,” the volume-weighted change in drug pricing, and the year-over-year
change in drug reimbursements from 2004 to 2005. ~

o They estimate 3% “enrollment growth,” but do not indicate what “enrollment”
concept this value relates to. The actual growth in Part B enrollment, for
example, was 1.7 % from 2004 to 2005.

¢ They estimate a 12% decline in volume-weighted drug reimbursement rates from
2004 to 2005, based in part on a prior estimate of a 13% reduction from AWP-
based reimbursement to reimbursement based on Average Acquisition Price.

o They estimate a 9% decline in total reimbursements for separately billable drugs
between 2004 and 2005. We checked this estimate using data from the 2004
Outpatient Standard Analytical File, and from a new 2005 ESRD Limited Data
Set (LDS) file. After working with CMS staff to resolve discrepancies between
the documentation of the LDS and the data actually placed in the file, we obtain a
slightly higher value for this ratio, which would increase CMS’s volume
projection by about 1%.

o Under the CMS methodology, however, the real issue is what the projected update
would be once their formula is run through the values observed in the later claims
data they will use for the final rule.

o The closer that value gets to the present projection of zero volume growth, the
less likely it would be to serve as a valid proxy for volume growth in 2007.

o We believe that using the National Health Expenditures projection published by
CMS each February, adjusted to restrict the projection to Part B drugs, would
prove a better interim measure for 2007 than the index proposed.

o However this index is generated, it should be retrospectively rebased each year to
prevent a permanent accumulation of conservative underestimates of ESRD drug
spending growth.

2 During the course of this engagement, the RLC formally changed its name to the Kidney Care Council.







The CMS Volume Estimating Methodology

The methodology CMS chose to employ was, we believe, motivated by concerns about
coding accuracy in ESRD claims data, particularly for erythropoietin (EPO), which
comprises 70% of the drug volume billed by dialysis providers. The table below
summarizes reported drug claims volumes, as measured by discrete claims lines, billed by
dialysis providers over the 2001-2005 period®.

Claims Lines Billed for Separately-Reimbursed Drugs

2001 2002 2003 2004 2005
Epogen & Aranesp 2,496,480 2,697,620 2,820,000 5,183,120 6319323
Other Drugs 4,193240 4,543,760 4927000 6,368,880 6,176,360
Total 6,689,720 7241,380 7,747,000 11,552,000 12,495,683

As these data indicate, there was a sharp jump in reported claims lines in 2004,
particularly for Epogen® . It is our understanding that this increase is due to a change in
coding guidance. Prior to 2004, Medicare intermediaries apparently paid separately
reimbursed drug claims for dialysis treatments without requiring accurate HCPCS
coding, particularly for Epogen, as long as the claims had proper revenue codes. The
claims counts in the table above for Epogen and Aranesp® were, in fact, generated by
identifying claims by revenue code®. Since the claims line count more than doubled after
the requirement for HCPCS coding was implemented, it is likely that many prior claims
bundled billings for multiple days of EPO that are now being billed separately.

Given this trend, CMS reasonably concluded that it could not infer a volume trend
directly from historical volume data. Instead, it elected to estimate volume by looking at
the percentage change in reimbursement between 2004 and 2005, and then adjust for
known changes in reimbursement rates between periods to back into the implied volume
change. Their decision to impute the 2004-2005 experience to 2006-2007 implicitly
suggests that they believe that the experience of the period prior to 2004 was likely to be
atypical of trends going forward.

They based their calculation on three key data points:

The increase in “enrollment” between 2004 and 2005.

The change in drug reimbursements from 2004 (when they were based on prior
payment policy) to 2005 (when they were based on Average Acquisition Price
(AAP); and

? Throughout our analysis, the data for 2001-2004 are Moran Company estimates developed using the
Outpatient 5% Standard Analytical Files for each of these years. The data for 2005 were extracted from the
2005 ESRD PPS Ratesetting Limited Data Set, which CMS released in the last week of September.

4 Under the Uniform Bill revenue coding structure, EPO claims are billed with revenue codes 634(EPO <
10,000 units) or 635 (EPO >10,000 units). Fewer than 10% of these claims had accurate HCPCS codes for
EPO in 2001-2003.






¢ The volume-weighted change in reimbursement rates from prior policy to AAP.

In the calculations presented on p. 49007 of the August 22, 2006 Federal Register, they
show the following values:

“(91/(1.03 * .88) =1.00)”
Presumptively:
e The 91 factor is the assumed change in drug reimbursements between 2004 and
2005.

e The 1.03 factor is “enrollment growth”; and
e The .88 factor is the volume-weighted change in reimbursement rates.

This calculation is presented as the support for their conclusion that the adjustment for
drug volume growth should be zero in 2007.

Discussing these values in reverse order:

Volume-Weighted Drug Reimbursement Rate Changes

The volume-weighted change in payment rates, applied to both EPO and non-EPO drugs,
reflects the result of the calculation of this ratio in prior rules. CMS updated the 2004
reimbursement rates for non-EPO drugs to 2005 by applying the PPI (which they did not
disclose, but which was 5.17% in 2005). They then applied the ratio of AAP to prior
policy payment rates calculated in the Final Rule for 2005. This resulted in a
determination that the ratio of AAP to prior payment rates was .88, which is then used in
the denominator of the CMS formula to deflate the magnitude of the year-over-year
declines in payment rates.

Refining this estimate would require more complete payment data for 2005, since the
CMS factor of .88 is sensitive to assumptions about market share by product. As we
indicate below, the best way to resolve uncertainties about this estimate would be to
retrospectively rebase their calculated 2007 price and volume forecast using later data
prior to developing their forecast of the 2008 index.

“Enrollment Growth”

The derivation of the enrollment growth factor used in the CMS methodology is unclear,
since the term “enrollment” is undefined. If this is an attempt to estimate an increase in
the prevalence of dialysis use, the source of the 3% factor is unclear. If it is intended as a
measure of Part B enrollment growth, it is substantially too high, since the 2006 Trustees
Report shows Part B enrollment growth of 1.7 % in 2005 over 2004.

Because this factor appears in the denominator of the CMS volume estimating equation,
lowering the enrollment factor would increase the estimated volume growth. Applying







actual Part B enrollment growth of 1.7% in lieu of the assumed 3 % factor would increase
the estimate from 1.0040 to 1.0168

Change in Drug Reimbursement

In the preamble, CMS did not directly present their estimate of year-over-year change in
reimbursements for separately reimbursed dialysis drugs. They indicated that they started
with twelve months of paid claims for services incurred in 2005, and adjusted upward by
13% to reflect the lack of claims run out’. In their formula, the value they enter is .91,
implying that their adjusted reimbursement totals in 2005 were 9% below 2004.

We attempted to replicate this estimate. We used the data furnished in the new ESRD
PPS Ratesetting Limited Data Set released at the end of September to tabulate 2005
values for drug reimbursements, compared to estimates of 2004 drug reimbursements
generated using the 2004 Outpatient 5% Standard Analytical File.

Our initial attempt at replication was unsuccessful. In comparison to the CMS estimate
of a -9.0% change from 2004 to 2005, we were computing a modest 1-2% increase in
total drug payments between years. Since this is a substantial disparity, we shared our
data with CMS staff. Upon analysis, it was determined that the disparity was the result of
a mismatch between the data concepts used to create the file, and the description of the
data concepts presented in the data dictionary accompanying the file. While the payment
field was described in the documentation as comprising payments from intermediaries to
providers excluding beneficiary cost sharing’, the payment values actually contained in
the file did contain the cost sharing amounts. When we corrected the data concept
employed to tabulate the 2004 values using the same data concept, most of the disparity
went away.

Here is the payment comparison prior to adjustment for differences in the duration of
paid claims experience: ’

Reimbursements for Separately Billable Drugs

2004 2005 200572004
EPO $ 2,026524032 $§  1,915636,264 0.9008
Other $ 1,061,015,152 § 679,171,618 0.6401
Total $ 3,187539,184 $  2,594,807,883 0.8140

2004 Data from Outpatient 5% Standard Analytical File, as Paid through 6/30/05
2005 Data from ESRD PPS Ratesetting Limited Data Set as Paid Through 12/31/05

5 For 2004, CMS had claims data for reflecting all payment adjustments made to these claims throughout
. 2005. For 2005 claims, by contrast, their data don’t reflect payments or adjustments after December 31,

2005.

® It is our understanding that the CMS program staff had intended that the data concept described in the

documentation would be used in creating the file.






The data in the table show total tabulated payments in both files, without trimming of
outliers. As the data in the table indicate, claims incurred in 2005, as paid through
December 31, 2005, were 18.6% below claims incurred in 2004, as paid through June 30,
2005. As CMS noted in the preamble, a significant part of this difference is attributable
to the difference in the duration of paid claims history, since the claims set they used to
compute the proposed rule values contained only twelve months of payment history for
claims incurred in 2005. They used the relationship between 2004 incurred claims paid
by June 30, 2005 to 2004 incurred claims paid through December 31, 2004 to calculate
an adjustment factor for claims incurred but not paid of 13%. Lacking access to the
detailed National Claims History, we cannot look behind this estimate.

Applying it, in unrounded form, we obtain a slightly different factor than does CMS for
the adjusted year-over-year change:

8140 * 1.13 =9198

We note that the difference between our calculated factor and theirs is greater than could
be explained solely by rounding of their 1.13 adjustment factor to two decimal places. It
may be attributable to trimming of certain claims observations in their analysis - in
combination with rounding. Given the large volume of ESRD drug claims in the 2004
5% sample, we would not expect estimating error to be material.

Alternative Adjustment Factor

Based on this analysis, we conclude that their estimate that the total volume change in
2005 over 2004 was zero is probably too conservative. In addition to the factors
identified above, we believe that there are additional grounds to conclude that drug
reimbursement volumes rose at least slightly in 2005 over 2004. In addition to anecdotal
evidence from the provider companies that volume growth is decelerating but is not zero,
we have the evidence of an observed year-over-year increase in claims lines for drugs,
which may not be due solely to differences in coding practices. In all, we believe that
when CMS recomputes this estimate using later data on 2005 volumes, their estimate of
year-over-year volume growth is likely to rise - but is unlikely to reflect the double-digit
volume growth observed in the 2001-2004 period.

Regardless of how these issues are resolved in the Final Rule, the foregoing discussion
makes clear that the use of different data at different times can produce materially
different estimates of ESRD drug volume growth. This reality creates substantial
uncertainty about the likely accuracy of any forecast. When CMS recomputes their
estimate using a longer claims run out, both CMS and the industry will have confidence
that the new estimate of 2005 volume growth was better than the previous estimate,
which was based earlier, less complete data. We would, however, still be without
information on which to render a judgment regarding whether either of these estimates
represented the best possible estimate of likely volume growth between 2006 and 2007,






which is the data concept actually required to implement the proposed CMS
methodology.

The closer the value CMS estimates comes to the zero growth forecast presented in the
proposed rule, the more difficult it will be to conclude that the 2005 experience
represents a valid proxy for drug volume growth in 2007. Growth in the volume of drugs
used to treat ESRD patients has been consistent for many years, as new drugs are added
to the arsenal of treatments available to nephrologists to better manage care. While there
are valid reasons for CMS to conclude that volume trends may be turbulent between
2004, when the previously-described coding changes were implemented, and 2006, when
efforts to modify EPO dosing are being implemented, there is no reason to assume
continued turbulence going forward from 2006 into 2007 and later years.

Until volume trends stabilize, therefore, CMS may find it useful to consider alternative
proxies for price and volume change in ESRD drugs. Historically, the growth in drug
pricing and volume in the ESRD program has been comparable to that observed for drug
reimbursements under Part B generally. Since the CMS Office of the Actuary has
traditionally forecast the Medicare share of growth in prescription drug expenditures as
part of the annual National Health Expenditures (NHE) projection, CMS could easily link
the update of the drug spend add-on to that forecast.

In the preamble to the proposed rule, CMS indicated that it considered this option, but
rejected it due to the fact that, for 2006 and 2007, the NHE forecast of Medicare drug
spending is heavily dominated by assumptions about the early trend under the new
Medicare Part D drug program. While we are sympathetic to that concern about using
the aggregate NHE trend projection, it would be possible for the Actuary to decompose
that forecast into Part B and Part D forecasts, respectively, and use the former to index
growth of the drug spend add-on until such time that it has credible trend data for price
and volume growth under the ESRD program itself.

Retrospective Rebasing

Given the state of the data, we see no clearly superior methodology for improving this
estimate. Accepting that reality, it strikes us as prudent to suggest that it would be in the
interest of both the agency and the industry to adopt an update mechanism that makes
provision for retrospective rebasing of prior estimates before calculating the subsequent
year’s update. Such rebasing should be for both pricing and volume effects. Whatever
2007 value CMS calculates under it final rule methodology for both price and volume,
their methodology should provide for adjusting that value (up or down) to reflect known
variations from the forecast trend (PPI +Volume or NHE) before projecting forward
from that base to calculate the 2008 update.

In saying this, we are not endorsing a permanent policy of basing the drug spend add-on
for a year on the assumption that volume growth in a year will be equal to the volume
growth rate observed two years prior. Clearly, what CMS is doing now is a stopgap
measure designed to bridge to a period when time series data on actual drug volumes can







be used to make this projection. Until that time, however, we believe it’s important to
have some ability to retrospectively adjust toward reality. Given CMS’s fiduciary
responsibility to be inherently conservative in indexing future program growth, failure to
do so could accumulate a substantial payment deficit relative to the stated policy intent of
making providers whole for the impact of changes in drug reimbursement policy.







CMS-1321-P-855

Submitter : Dr. Patricia Gregg Date: 10/10/2006
Organization :  Florida Seciety of Pathologists
Category : Health Care Provider/Association

Issue Areas/Comments
GENERAL

GENERAL

The Florida Society of Pathologists wishes to append this statement to our comments sent by overnight mail: We are aware of additional ideas which we believe are
valuable, which came to our attention after our original comments were submitted, and which are in the comments by the College of American Pathologists, the
Texas Society of Pathologists, and others. We therefore ask that CMS acknowledge that additional communication between interested parties may be needed in order
to determine the optimal language for the final rule, in order to avoid penalizing any legitimate non-abusive arrangements while preventing the abusive ones.

Impact

Impact
RE: REASSIGNMENT AND PHYSICIAN SELF-REFERRAL
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CMS-1321-P-856

Submitter : Mrs. Jacqueline Stewart Date: 10/10/2006
Organization :  Board of Certification for Emergency Nursing
Category : Health Care Professional or Association
Issue Areas/Comments
GENERAL
GENERAL

Criteria for National Certifying Bodies-Advanced Practice Nurses

On behalf of the Board of Certification for Emergency Nursing, 1 would like to express my appreciation to CMS for addressing this issue. Our Board is interesting
in responsing to you, however, due to the short interval of time allocated for responses, we respectfully request an additional 48 hours to form our thoughts and
develop a recommendation.

Jacqueline Stewart RN, MSN, CEN

Board of Certification for Emergency Nursing
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CMS-1321-P-857

Submitter : Dr. Robert Zwolak Date: 10/10/2006
Organization :  Society for Vascular Surgery

Category : Health Care Professional or Association

Issue Areas/Comments

Background

Background

On behalf of the 2,300 members of the Society for Vascular Surgery (SVS), we offer the following comments on the Proposed Rule published in the Federal
Register on August 22, 2006. We will address multiple provisions under the DRA proposals, including proposed adjustment for payments to imaging services, the
proposed addition of ulirasound screening for Abdominal Aortic Aneurysms (AAA), and the 2007 Medicare physician payment rate.

As stated in our August 21, 2006 comments, 2007 may be the year when vascular surgeons are forced to reduce access to Medicare beneficiaries. Our specialty is
currently facing an intolerable 11% Medicare reimbursement reduction based on the Centers for Medicare and Medicaid Services (CMS) projections. This massive
pay-cut represents the combination of -5% due to the SGR impact on the Conversion Factor, -5% due to the impact of the Deficit Reduction Act (DRA) on
Noninvasive vascular laboratory studies, and -1% related to changes in work RVUs and Practice Expense. Alone, the proposed 5% reduction in reimbursement for
noninvasive diagnostic vascular laboratory studies may mean that 54 % of those vascular surgeons with office-based vascular labs who responded to SVS survey
regarding the impact of the DRA will no longer provide or reduce vascular lab services to Medicare beneficiaries. These decisions regarding our practices are
extremely difficult and not made lightly. SVS members are deeply committed to caring for our nation s seniors, but this combination of negative impacts may
simply make it impossible for us to continue to offer all services to all Medicare beneficiaries.

GENERAL

GENERAL )
PLEASE SEE ENCLOSED MICROSOFT WORD FILE FOR COMPLETE TEXT OF SOCIETY FOR VASCULAR SURGERY COMMENT.
Impact

Impact

The SVS comments will follow in this order:

1. DRA Proposals Section 5102 Proposed Adjustments for Payments for Imaging Services
2. DRA Proposals Section 5112 Proposed Addition of Ultrasound Screening for AAA

3. Medicare Physician Payment Rate for 2007

1. DRA Proposals - Section 5102 Proposed Adjustments for Payments for Imaging Services

SVS is concemed that CMS has proposed to include non-invasive vascular diagnostic studies, CPT codes 93875 93990 and G-code 0365, in the list of imaging
codes that are defined by Section 5102(b) of the DRA when in fact these studies contain no imaging or are predominately non-imaging in nature. Given both the
inclusion and exclusion criteria that CMS has proposed, there are numerous reasons that these studies should not be included under DRA and listed in Addendum
F.

" Non-invasive Diagnostic Vascular Studies that are Physiologic in Nature Do Not Include Imaging

Non-invasive diagnostic vascular studies ARE NOT included in the Radiology section of the CPT Book by intent because they are diagnostic tests used to
identify and assess the severity of arterial and venous vascular diseases and disorders, either entirely or primarily through non-imaging modalities. Although these
vascular diagnostic tests use ultrasound, they were invented as applications of Doppler ultrasound, which is NOT an imaging form of ultrasound. Doppler
ultrasound measures the frequency shift of sound waves that bounce off moving red blood cells. Those frequency shifts undergo analysis by the electronics in the
Doppler instrument and are plotted on paper or on a computer screen as graphs of velocity. These are NOT pictures or images of the tissue. The velocities
determine if blood is flowing or not. For instance, in a patient with severe atherosclerosis plaque in the carotid artery, the high velocities of blood flowing through
a very narrow artery correspond to a severe stenosis. The most accurate way to determine the severity of stenosis is based on these velocities, and NOT on a picture
of the plaque. It is the visual display of blood flow velocity, not visual pictures, which are analyzed and interpreted when performing a non-invasive diagnostic
vascular smudy. Thus, non-invasive diagnostic vascular studies are included in the Medicine section of the CPT book.

Over the years, the SVS has worked with the CPT Editorial Panel and others at the American Medical Association to construct a series of parenthetical notes to
better describe the non-invasive diagnostic vascular studies to support the selection by physicians of the appropriate CPT codes to describe the study performed.
Thus, we believe the CPT manual is very clear that non-invasive physiologic studies used to diagnose vascular disease are performed using equipment that is
separate and distinct from the duplex scanner. In a vascular surgeon s practice, we perform physiologic studies on Medicare patients where there are signs and
symptoms of peripheral arterial disease and we use physiologic vascular studies, CPT codes 93922, 93923 and 93924 to confirm presence of disease, assess the
severity, allow prognostication regarding outcomes, and provide a measure of effectiveness of treatments including exercise programs, percutaneous intervention and
bypass surgery. Because these codes do not contain imaging, CMS should remove them from the list of services included under the imaging provisions of the
DRA in the Final Rule, just as it has done in the proposed rule for nuclear medicine services that are non-imaging diagnostic services and radiation oncology
services that are not imaging services . Likewise, transcranial Doppler studies (93886, 93888, 93890, 93892, 93893) are Doppler velocity analyses that include
cither no imaging at all, or just enough imaging to identify vessel location. These 5 CPT codes should be excluded from provisions of the DRA.

PLEASE SEE ENCLOSED MICROSOFT WORD FILE FOR FULL SVS COMMENT
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CMS-1321-P-858

Submitter : Barbara Peck Date: 10/10/2006
Organization:  American College of Surgeons

Category : Health Care Industry

Issue Areas/Comments

Background

Background
See Attachment
GENERAL

GENERAL
See Attachment
Impact

Impact
See Attachment

Provisions of the Proposed Rule

Provisions of the Proposed Rule
See Attachment

CMS-1321-P-858-Attach-1.PDF
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October 10, 2006

Ms. Leslie Norwalk, Esq.

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: 1321-P

PO Box 8015

Baltimore, MD 21244-8015

RE: CMS-1321-P Medicare Program: Revisions to Payment
Policies Under the Physiclan Fee Schedule for Calendar Year
2007 and Other Changes to Payment Under Part B; Proposed
Notice

Dear Ms. Norwalk:

On behalf of the 71,000 Fellows of the American College of
Surgeons (College), | am pleased to submit the following comments on
the Proposed Rule published in the Federal Register on August 22, 2006.
We will discuss the 2007 conversion factor, direct practice expense
inputs, DRA proposals, physician self-referral, and the promotion of
health information technology.

I. Background

2007 Conversion Factor - Changes in the Medicare Economic
Index (ME1)

The College strongly opposes the recently announced 0.5 percent
reduction in the estimated Medicare Economic Index (MEI). We note that
the changes causing this reduction were not discussed in the proposed
rule. In fact, unlike previous proposed rules for the physician fee
schedule, there was absolutely no discussion in the 2007 proposed rule
of the update to the Medicare fee schedule for the coming year. Instead,
the section of the proposed rule on the Regulatory Impact Analysis
includes only the following single sentence: “Table 7 below shows the
specialty level impact of section 5102 of the DRA and our most recent
estimate (-5.1 percent) of the CY 2007 Medicare PFS update.” This
number was unexpected because it is larger than the estimate contained
in the President's Budget for FY2007 and CMS’ March letter to MedPAC.
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To determine why the update to the conversion factor would be -5.1 percent instead
of the -4.6 percent contained in the President's Budget, the public must read a separate
Medicare News article that was released by the CMS on August 8, 2006. Unfortunately, as
with the proposed rule itself, there was no explanation for the lower update other than the
statement “The negative update is projected for 2007 because spending on physicians’
services and other Part B services has been growing at a much faster rate than target
spending.” To find a partial explanation, the public must find and read a Fact Sheet on the
Medicare Economic Index that accompanied the press release announcing the proposed
rule. The fact sheet states that the lower MEI is due to the use of a new measure of
productivity by the Bureau of Labor Statistics (BLS) and lower projections of inflation. Few
details were provided and comments on the changes were not requested.

We believe that CMS is in violation of the spirit if not the letter of the Administrative
Procedures Act (APA) which requires publication in the Federal Register of proposed
changes in current policy (including revised estimates of the MEI) and provides for a period
for public comment. When the ME| was rebased in 2004 — and for all previous rebasings as
well - CMS thoroughly discussed the proposed changes in the applicable NPRM and
invited public comment. In 2004, when CMS adopted the current 10-year muitifactor
productivity adjustment, CMS also held a 1-day meeting with an outside technical panel
before deciding what changes to include in the proposed rule. To address the current
problem, the College strongly urges CMS to continue to use the multifactor productivity
estimates for 2003 and 2004 that were used to calculate the 2006 MEI and to begin a
consultation process prior to proposing changes for the 2008 MEI.

Based on the impact table in the proposed rule that shows $75 billion of allowed
charges under the physician fee schedule, a -0.5 percent reduction in the update would
result in a $375 million cut in total physician payments in 2007. At least $225 million of this
reduction is due to the change in the data used to calculate the muitifactor productivity
adjustment. As noted, this change that was not described in any detail nor were options
presented for public comment.

The CMS fact sheet notes that the productivity adjustment since 2004 has been
based on a 10-year moving average of private non-farm business multifactor (MFP), as
calculated by the Bureau of Labor Statistics (BLS). It states that the BLS recently converted
from the Standard Industrial Classification System-based measure of MFP, to the North
American Industrial Classification System (NAICS)-based measure and that this new
productivity data series replaces the previous data series. According to CMS, the previous
series ended in 2002. For the MEI calculation for 2006, CMS used an estimate of MFP for
2003 and 2004. In March 2006, however, BLS released data for the new series. These
data show substantially higher productivity gains than had been assumed in the estimates.
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In fact, these productivity gains are much gréater than in any other year in the 10-year
series, as shown in the table below:

Year Annual Multlfg:titr)]r Productivity
Year Annual
1994 0.9
1995 0.0
1996 1.4
1997 0.7
1998 1.5
1999 1.1
2000 1.2
2001 0.1
2002 1.7
2003 2.7
2004 29

Because the two most recent years’ MFP rates were among the highest in recent history,
their inclusion has a significant increase in the 10-year moving average MFP figure.

The Coliege is concerned about the failure of the proposed rule to include a
discussion of this change in the MEI because it prevents all affected parties from
appropriate notice of the change and the opportunity to comment. Had we been given the
opportunity to comment, we would have questioned the use of data that shows increased
productivity in a year when the productivity of most physician practices has been reduced
significantly by the need to counsel Medicare beneficiaries about the new prescription drug
benefit and the availability of preventive services and to comply with the agency’s requests
related to the Physician Voluntary Reporting Program (PVRP). In addition, we would have
pointed out that our patients are typically frailer, have multiple chronic conditions and
cognitive impairments that increase the time and effort required for counseling and patient
education,
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We also believe that there are alternative measures of multifactor productivity using
the extensive economic data available from BLS and the Census Bureau. CMS should
identify and consider these alternatives and seek public comment before changing the data
used to calculate the MEI.

ll. Provisions
A. Direct Practice Expense Inputs

In the rule, CMS proposes to accept all of the American Medical
Association/Specialty Society Relative Value Update Committee's (RUC) recommendations
regarding the direct practice expense inputs for more than 2000 codes. We agree with this
provision and thank CMS for supporting the work of the Practice Expense Review
Committee.

" Il. DRA Proposals
A. Definition of Imagling Services

In the proposed rule, CMS states it must define “imaging services” in order to
determine which services are affected by the Deficit Reduction Act of 2005 (DRA) limits.
However, the DRA defines imaging services as “imaging and computer-assisted imaging
services, including X-ray, ultrasound (including echocardiography), nuclear medicine
(including positron emission tomography), magnetic resonance imaging, computed
tomography, and fluoroscopy, but excluding diagnostic and screening mammography.” We
believe this is the definition Congress intended CMS to use and believe CMS has not
applied this definition correctly in several instances.

In the rule, CMS states "imaging services provide visual information regarding parts
of the body that are not normally visible, thereby assisting in the diagnosis or treatment of
iliness or injury.” In addition, CMS states it "excluded any service where the CPT code
describes a procedure for which fluoroscopy, ultrasound, or another imaging modality is
either included in the code whether or not it is used or is employed peripherally in the
performance of the main procedure.” CMS referenced codes 31622 (bronchoscopy with or
without fluoroscopic guidance) and 43242 (upper gastrointestinal endoscopy with
transendoscopic ultrasound guided intramural or transmural fine needle aspiration/biopsy)
as examples of when this exclusion would apply. We believe there are other codes that
meet this criteria and were not properly excluded from the DRA reductions. Specifically,
believe the following codes should be excluded from the DRA reductions because they
included as part of a procedure:






Ms. Leslie Norwalk, Esq.
October 10, 2006
Page 5

75894 x-rays, transcath therapy
75886 x-rays, transcath therapy
75901 Remove cva device obstruction
75902 Remove cva lumen obstruction
75940 X-ray placement, vein filter
75945 Intravascular ultrasound

75952 Endovascular repair abdominal aorta
75954 llliac aneurysm endovascular repair
75962 Repair arterial blockage

75966 Repair arterial blockage

75970 Vascular biopsy

75889 Abscess drainage, under x-ray
75992-75996 Atherectomy

76940 US guide, tissue ablation
76941 Echo guide for transfusion
76942 Echo guide for biopsy

76945 Echo guide, vilius sampling
76946 Echo guide for amniocentesis
76948 Echo guide ova aspiration
76095 Stereotactic breast biopsy
76942 Echo guide for biopsy

In all of the procedures listed above, an imaging modality is merely the way the
physician gains visual access to the site in order to perform a procedure. We do not believe
they are "imaging services” as intended by the DRA. If the DRA cuts are applied to these
services, we fear there will be a shift in the site of service back to the hospital, or even a
shift back toward traditional “open” procedure. We believe this is a step backward and not in
the best interest of the Medicare program or its beneficiaries.

In addition, we also do not believe the vascular Doppler ultrasound codes are
imaging services as defined by the DRA. The Doppler does not provide images of veins or
arteries and, therefore, Doppler techniques do not meet CMS'definition for inclusion
because these services do not provide “visual” information. In these codes, the ultrasound
and the non-imaging Doppler velocity spectral data and Doppler color flow mapping cannot
be separated out. In addition to the services listed above, we also ask that the following
codes be excluded from the DRA provisions: 93922; 93923; 93924, 93880; 93882, 93925,
93926; 93930; 93975; 93976; 83978; 93979; and 93990.
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IV. Reassignment and Physician Seif-Referral

We agree with the agency's proposals regarding the Stark provisions related to
reassignment and the definition of centralized building. We believe the minimum space and
equipment requirements for a centralized building will limit the abusive situations described
in the rule. At this point, we do not believe it is necessary to impose an additional
requirement related to minimal nonphysician staff. Physicians groups are organized in a
plethora of structures and we believe it is difficult to balance the need to prevent fraudulent
activity with overly burdening physician groups and inhabiting legitimate structures. We
believe the agency’s proposals regarding minimum space and equipment should be
implemented first and allowed to serve their purpose before CMS adds additional
restrictions.

V. Promoting Effective Use of Health information Technology (HIT)

We agree that the proliferation of health information technology would be beneficial
to both the Medicare program and beneficiaries. However, in the rule CMS states “the
Administration supports the adoption of HIT as part of the normal cost of doing business.”
First, we note that large scale adoption of HIT may save the Medicare program money, not
individual providers. HIT companies often market these systems not as saving the provider
money, but as a way to increase revenue through more accurate coding (a fact that will cost
the Medicare program more money, not less). Second, in CMS-1512-PN; Medicare
Program; Five-Year Review of Work Relative Value Units Under the Physician Fee
Schedule and Proposed Changes to the Practice Expense Methodology, it was noted that
Medicare is only paying for 66 percent of direct expenses and 35 percent of indirect
expenses. Given this fact, we do not believe the Administration's policy is realistic and will
not lead to the large scale adoption of HIT.

Conclusion

The College appreciates the opportunity to comment on this impartant rule. We look
forward to working with CMS to further improve the Medicare program.

Sincerely,

<

AR N — ol

Thomas R. Russell, MD, FACS
Executive Director
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" October 10, 2006

Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1321-P Comments on the Medicare Physician Fee Schedule proposed rule for
calendar year 2007 (the Proposed Rule).

' Comment Topic: Independent Lab Billing and Clinical Diagnostic Lab Tests

. Whom It May Concern:
B&aﬂground

These comments are submitted by Oncotech, Inc. We are an independent laboratory located in
California which provides highly specialized laboratory testing for cancer patients. The main
service we provide is generally categorized as chemoresponse testing. Our Extreme Drug
Resistance’ @R) Assay identifies patients who are resistant to a chemotherapy drug and
therefore would be highly unlikely (< 1% as reported in published literature) to respond to
specific drugsin a clinical setting. Physicians use this test to assist them in the management of
their cancer pa By utilizing the EDR Assay, both the patient and Medicare are spared the
hardship and exp e of ineffective chemotherapy. CMS has paid for this service through their
ten years.

We are commenting
Issues--Proposed Clijs
These rules have led
as Part AorPartB
stay and some of

“testing.

Chemoresponse has never been provided as a hospital inpatient service. This type of
service is highly cialized and not provided by hospitals and therefore is has never been
reflected in hospital costs. The prospective payment system for hospital inpatient services does
not and has never accounted for this technology. A new policy that redefines chemoresponse
testing as a hospital Part A service for the first time and does not create a new payment
methodology will simply deny Medicare beneficiaries to this important technology. Hospitals do
not have the incentive to pay for a service unrelated to the hospital course of treatment and for
which they will not receive reimbursement. The new and unnecessary bundling with a Part A
DRG will even prevent Medicare beneficiaries from requesting and obtaining service when it is
decling the hospital. With this new policy interpretation, Medicare will lose an important

n section IILM Independent Laboratory Biling and N.3.c. Other Lab
2al Diagnostic Laboratory Date of Service (DOS) for Stored Specimens.
 confusion about whether chemoresponse testing is properly categorized
ledicare service when a fresh tissue sample is obtained during an inpatient

cells from the fresh tissue sample are later used in chemoresponse







‘Discussion

ur EDR assay requires fresh tumor tissue that is typically obtained from part of the surgical
. biopsy excised at the time of inpatient surgery. The tissue can not be archived or obtained at a
later date, post discharge. This harvesting of the living tissue is the only service provided to a
hospital inpatient. The test results from our assay are not related to the surgery or cancer
diagnosis. Instead it provides information to the patient’s oncologlst about candidate drugs to
personalize treatment for their patients. Our EDR test results in no way influence the inpatient
care or treatment. Instead, it is post-discharge outpatient chemotherapy that is guided by our
chemoresponse testing.

Medicare Part B covers many categories of benefits, including according to SSA

§ 1861(s) “medical and other health services.” Among these medical and other health services
are laboratory tests performed in an outpatient setting. Medicare contractors have paid for
‘ehemoresponse testing through Part B for over ten years. There are good reasons for why this
been the case:

. They are utilized for the post-hospital management of the patient

he testing is unrelated to the underlying hospital stay

y are provided by a provider different from the hospital

*‘mﬁy are not routinely performed for every patient (i.e. they are only used in particular

generally completed after discharge

The scientific
absolute neces:
of surgery, the op
cannot be stored in

ments of chemoresponse testing are such that fresh tumor tissue is an
f the decision to hold the issue for possible testing is not made at the time
nity for later testing is lost. This process is necessary because live tissue
ame way that paraffin-embedded specimens can be stored.

Recommendation

Current payment policy should remain in effect. Chemoresponse testing is properly
defined as a Part B service when testing is done outside of the hospital and for purposes
unrelated to hospital treatment. This policy interpretation has made chemoresponse testing
available to Medicare ficiaries for over a decade. We recommend CMS continue its current
practice- which makes chemoresponse testing available to Medicare beneficiaries as a Part B
service.

We appreci e opportunity to provide these comments and are eager to work with

CMS to ensure that physicians and patients continue to realize the clinical benefits offered by
chemoresponse testing. Please let us know if we can answer any further questions.

Sincerely,

Frank J.
Presiden
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October 10, 2006

Mark McClellan, M.D., Ph.D.
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1321-P

P.O.Box 8015

Baltimore, MD 21244-8015

Re:  Proposed Rule; Revisions to Payment Policies Under the Physician Fee Schedule
for Calendar Year 2007 and Other Changes to Payment Under Part B (Federal
Register, August 22, 2006)

Dear Dr. McClellan:

On behalf of the Cardiovascular Outpatient Center Alliance (“COCA”)!, we appreciate
the opportunity to submit these comments to the Centers for Medicare & Medicaid Services
(“CMS”) regarding the above proposed Revisions to Payment Policies under the Physician Fee
Schedule for Calendar Year 2007 and Other Changes to Payment Under Part B; Proposed Rule
(“Proposed Rule”). We are concerned about several provisions that will impact Medicare
beneficiaries’ access to services in outpatient cardiac centers, particularly those related to cardiac
catheterizations. Specifically, we are concerned about the payment method proposed for cardiac
catheterization related procedures. While we support the CMS proposal to require standards for
Independent Diagnostic Testing Facilities ("IDTFs"), we are concerned that the approach to
developing standards does not reflect the diversity of the types of facilities in terms of the
diagnostic services that are provided.

In the following sections, we provide a brief overview of outpatient diagnostic cardiac
catheterizations and express our concerns related to the use of carrier pricing for these
established procedures. Since we have previously identified the flaws in the relative values for
cardiac catheterization procedures, we suggest a possible solution to ensure adequate national
rates in 2007 that would be consistent with the Medicare statute. In addition, we express our
support for the development of quality standards and suggest a process to facilitate the

! COCA is a non-profit organization representing over sixty U.S. cardiology practices and organizations and 1,000
cardiologists that own and operate non-hospital cardiac catheterization facilities.







development of standards that address the unique needs of outpatient cardiac catheterization
centers that may be quite different from other IDTFs.

PROVISIONS: Outpatient Diagnostic Cardiac Catheterizations

Cardiac catheterizations are an important and sophisticated tool for diagnosing heart
disease that were traditionally performed in hospitals. However, an increasing number of
catheterizations are now performed in cardiovascular outpatient centers (“CVOCs”) because they
offer patients greater convenience, higher quality, and lower costs - factors that have lead
payers, including CMS, to encourage their development. CVOCs can be organized as part of a
cardiology group practice or an independent diagnostic testing facility. The cardiology group
practice can bill a global fee for both the professional and technical component, while the IDTF
bills only the technical component. Medicare’s payments for the technical component, either as
part of the global payment billed by the cardiology group or the separate technical component
billed by an IDTF are intended to reimburse solely for the technological and other support
services that enable physicians to perform catheterizations. Medicare calculates payments for
the technical component through the same fee schedule methodology used to pay physicians.
This methodology seeks to identify for each service a “relative value” that reflects the resources
needed to provide that service. Because Medicare has been unable to capture complete cost
information for the technical services associated with cardiac catheterizations, the program for
several years has used a special estimation method to calculate values for these technical
services, which involved the use of the non-physician work pool.

IMPACT

Medicare will pay for approximately 28,000 diagnostic catheterization procedures (CPT
Code 93510 TC) and a comparable number of cardiac catheterization imaging procedures (CPT
Code 93555 TC and CPT Code 93556 TC). CMS estimates that the 2006 allowed charges for
the practice expense (“PE”) portion of these claims would total approximately $58.6 million?
CMS’s change to a bottom-up methodology for developing PE relative value units (“RVUs”)
would result in a 16 percent reduction in 2007 payments, compared to the 2006 level, resulting in
Medicare spending of $49.3 million.

PROVISIONS: Payment Method

In Addendum B of the proposed rule, CMS indicates that payment for several cardiac
catheterization related procedures (e.g. CPT code 93510 TC, 93553 TC and 93555 TC) will be

? Medicare Spending for 2006 is based on CMS Data from Town Hall Meeting on Practice Expense Methodology
found at

http://www.cms.hhs.gov/apps/ama/license.asp?file #physicianfeesched/downloads/pe_townhall hcpes_level zip
3 Medicare Spending for 2007 is based on a payment level that reflects the PE RVUs in June 29™ Federal Register
Notice and the 2006 Conversion Factor, which is applied to the 2006 utilization level, increased by the rate of
growth for Part B enrollees projected in the 2006 Medicare Trustees Report
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based on prices established by the Medicare contractors.* The change in the payment method
appears only in Addendum B, and CMS provides no explanation or justification in the body of
the proposed rule for this change. We object to this approach because it is inconsistent with the
overall policy of basing Medicare payment rates for physician services on a national fee schedule
methodology. We recognize that carrier based pricing gives CMS some flexibility by exempting
these codes from the fee schedule based on a bottom up approach to developing the PE RVUs
and appreciate that it may appear to provide a reprieve from the inaccurate PE RVUs that were
published in the June 29™ Notice. That is not the case.

Instead, if carrier pricing were to be implemented, the carriers would look to CMS for
guidance in establishing a price that purportedly reflects the resources needed to perform the
procedures, consistent with the statute governing physician payment. Absent any CMS guidance
that acknowledges the flaws in the PE RVUs for the cardiac catheterization procedure codes, the
carriers would likely use the values in the June 29, 2006 Notice that changed the methodology
for the development of PE RVUs. Therefore, we urge that CMS address the flaws in the
proposed changes to the bottom up “PE” methodology for procedures where the technical
component (“T'C”) can be billed separately.

An alternative would be for CMS to use cost estimates based on a COCA analysis of
direct costs. The results, which are summarized in the chart below, indicate direct costs of $880
based on median values for each cost component. The comparable value from the Resource
Utilization Committee (“RUC”) for this procedure code is $500. This 48 percent underestimate
of cost may account for the significant reduction in the PE RVUs in the June 29™ Notice for this
procedure code since the direct cost estimate is the starting point for the 19-step calculation of
the PERVU.

COCA Direct Cost Survey Estimates’ for CPT code
93510 TC

Cost Component Cost Estimate

Clinical Labor $323

Medical Supplies $341

Medical Equipment $216

The estimates are based on a COCA survey of its members who completed worksheets
that were based on the same approach used by RUC. Specifically, each center identified the
number of minutes for each type of clinical staff that was associated with a detailed list of
activities related to patient care. Unlike the list of activities in the RUC template for this
procedure code, the listing of activities was more complete and was based on actual clinical
practice derived from a workflow analysis in CVOCs. Similarly, each center provided

4 With the exception of Noridian’s role as a new Medicare Administrative Contractor (MAC) all of the other
contractors responsible for processing claims for these procedures are referred to as Medicare carriers.
3 Based on median values; comparable value based on mean estimates is $1136.
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information on the number, the probability of use and the unit cost of a standard list of supplies
used as part of the cardiac catheterization procedure. While RUC’s supply list was
comprehensive, it did not include items if they are used for less than 51 percent of the
procedures. The COCA analysis included all supplies. However, the cost estimate incorporates
the probability that they are used. For example, if a supply item is used in only 20 percent of the
patients, only 20 percent of the supply cost is included in the cost estimate. Similarly, each
center provided information on the type of equipment used in cardiac catheterizations, including
information about acquisition costs and useful life.

The COCA direct cost survey was managed by staff from Epstein Becker and Green, P.C.
and the cost estimates are based on the median value reported for the clinical time in the pre-,
intra-, and post- procedure phases of the procedure. The Bureau of Labor Statistics hourly
compensation was used to calculate the clinical labor cost associated with each phase of activity.
Therefore, the difference in cost compared to the RUC estimate reflects differences in the
specificity of the activities for which time was allocated and the time estimate itself. It does not
reflect any differences in wage rates by type of clinical labor. Similarly, the medical supplies
and medical equipment costs reflect the median values. With regard to equipment, the cost
estimate is based on the same assumptions regarding useful life, utilization rate and financing
that CMS used in the June 29" Notice.

The study results suggest that the major problem associated with the RUC estimate of
direct costs for cardiac catheterization is that the list of direct patient care activities that various
clinical staff perform is inadequate and that the total estimates of clinical time are sufficiently
low as not to be credible. COCA has learned that some of the under-reporting of time may be
associated with an assumption that clinical staff can be performing services related to patients
who are undergoing other procedures. As a result, the clinical labor time that should be
associated with 93510 TC may be allocated to other procedures that the RUC evaluated.
Allocation of time to other procedures is not appropriate in this case because CVOCs focus on
diagnostic catheterizations and all of the clinical labor activities and time needs to be allocated to
these procedures alone. We believe that the flaws identified for cardiac catheterization
procedure codes are likely to be found in a comparable analysis of codes for other procedures
performed in a CVOC.

While we are confident in the approach that has been taken to estimate direct costs, we
readily acknowledge that the COCA study data would need to be evaluated with regard to
methodological factors that could impact the precision of the results. Recognizing that
developing an adequate solution will take time, COCA requests that CMS set the 2007 relative
value units for the three cardiac catheterization related codes using the 2006 PE RVUs. The
reasonableness of using the current 2006 RVUs can be justified by comparing the physician fee
schedule (“PFS”) rate for the three cardiac catheterization related CPT codes that comprise the
APC for diagnostic catheterizations. In 2006, the PFS payment for these codes represents 94
percent of the 2007 APC rate. As a result of the 5.1 percent reduction in the conversion factor,
the 2006 RVUs, when applied to the proposed conversion factor for 2007 would, result in a PFS
payment that is approximately 90 percent of the APC rate. Therefore, the average payment for
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CPT code 93510 TC in 2007 would be $1490, rather than the average rate of $1292 based on the
PE RVUs in the June 29, 2006 Notice. The study results indicate that the $1490 rate is more
appropriate given that the direct cost estimate that resulted in the $1292 estimate is 43 percent
less than the RUC estimate, largely because RUC did not consider all of the direct patient care
activities associated with this procedure, or allocated some of the time to other procedures which
are not performed in CVOCs.

We urge CMS to use the current relative value units as the basis for determining
reimbursement for these procedures because it is inappropriate for CMS to rely on Medicare
carriers to price these services, which have a national utilization pattern and historically have
been paid under the national fee schedule for physician services. By applying the 2006 PE
RVUs for these procedures, CMS will be able to set a reimbursement rate that fairly reflects the
costs of performing these procedures. This recommendation is supported by actual data from
outpatient centers as described above. The study results demonstrated that the 2006 PE RVUs
would result in a more appropriate estimate of the average cost of providing these services. As a
result, we do not believe that carrier pricing, which would represent a new payment methodology
for these procedure codes, is necessary.

In our response to CMS’ Proposed Changes to the Practice Expense Methodology
(Federal Register, June 29, 2006) we outlined our concemns with the proposed changes to the PE
Methodology, i.e., use of a bottom-up methodology and the elimination of the non-physician
work pool. The proposed payment rates resulting from the use of the practice expense RVUs for
. the left heart catheterization procedure alone (CPT code 93510 TC) reduce payment levels in
2007 by 16 percent, and by 2010 result in overall reductions of 53 percent. The flaws in the
methodology, particularly as they relate to the cardiac catheterizations performed in CVOCs, are
summarized below.

» Incomplete Tabulation of Direct Costs - Medicare determines key elements of
payments to physicians based on the work of a Resource Utilization Committee, or
“RUC” - an AMA body composed of representatives of physician specialty societies.
For CVOC catheterization procedures, the CMS proposal assumes less than one half
the amount of direct costs - the starting point for calculating payments - that were
documented in data submitted to the RUC in 2004. COCA study results indicate that
most of the deficiency is associated with RUC’s use of an incomplete list of direct
patient care activities that involve clinical labor and an inadequate approach to
estimating supply costs.

» Incomplete Composition of Direct Costs - RUC limits its analysis to the marginal
costs of labor - a measure that does not adequately account for the costly staffing
required to support sophisticated cardiac catheterization procedures. COCA study
results indicate that in addition to the incomplete listing of activities in the pre-, intra-,
and post- procedure time, there are another set of activities that relate to patient care
more generally which could add another ten percent to the clinical labor cost estimate.
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* Reliance on Inapplicable Cost Assumptions - Two key determinants of CMS’
proposed values for technical services is the ratio of direct costs to indirect costs and
the average practice expense for each specialty relative to all specialties. For
catheterization procedures, the proposal makes the assumption that the direct cost to
indirect cost ratios that apply are those for services delivered in cardiology group
practices and IDTFs. However, the cost profile for CVOCs is much different from
these two providers. In terms of relative costs used in calculating the practice cost
index, CVOC costs are also higher than the average of most physician services,
reflecting the specialized labor, supplies, and equipment needed to perform
sophisticated cardiac catheterization procedures. The CMS approach thus
undervalues CVOC costs, which, in turn, leads to undervaluing of Medicare’s
payments to CVOCs.

IDTFE ISSUES: Standards

IDTFs represent a diverse group of providers, including freestanding diagnostic cardiac
catheterization labs. In fact, IDTFs represent 65 percent of left heart catheterization utilization
(CPT code 93510 TC). We commend CMS in proposing the application of standards for IDTFs
comparable to those that were developed for suppliers of durable medical equipment, prosthetics,
orthotics and supplies (“DMEPOS”). The standards addressed in the proposed rule reflect the
general standards related to operational and financial management issues. CMS needs to work
with the various types of IDTFs to ensure that additional standards are developed and are
consistent with the approach taken with the DMEPOS standards where there are a set of specific
requirements for each type of DME supplier. For example, DMEPOS standards address the
specific needs of oxygen suppliers compared to suppliers of monitors and supplies for diabetic
patients.

COCA supports the development of unique standards for each type of diagnostic testing
facility that will provide CMS a process to develop a consistent Medicare policy for outpatient
cardiac catheterization services. The development of standards for CVOCs will provide a
solution to the issue that cardiac catheterization labs faced when the national coverage
determination for outpatient catheterizations was rescinded because of the change of scope in the
CMS contracts with the Peer Review Organizations in January 2006.

The need to develop unique standards for each type of diagnostic testing facility provider
is consistent with the observation that CMS made in the Proposed Rule regarding the practice
expense for different types of remote cardiac monitoring and anticoagulation monitoring.
Similar to CMS’ observation that these types of IDTFs are different, we believe that CVOCs are
unique and that their cost structure and quality standards are similar regardless of whether they
are performed in a cardiology practice or an independent outpatient center and that the payment
needs to reflect this reality. The COCA cost study shows that the cost profile of outpatient
cardiac centers is quite different from the average cost profile of all IDTFs obtained from the
supplemental survey used to develop the practice cost index. The cost study also showed that the
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cost profile of outpatient diagnostic cardiac catheterization is comparable for centers that are part
of a cardiology group practice or operate separately as an IDTF.

We believe the COCA cost analysis will be helpful to CMS as it begins to develop
standards, specifically for cardiac outpatient centers, because the data can be used to estimate the
impact that each standard has on practice expenses. As we mentioned above, we believe the
cost study will also be helpful as CMS works to develop a practice expense RVU for cardiac
catheterization procedures that reflect the resources needed to perform the service.

Recommendations

Cardiovascular outpatient centers provide high-quality, cost-effective cardiovascular
catheterization services to Medicare beneficiaries. The CMS proposed rule on the 2007
physician fee schedule would rely on Medicare contractors to price these procedure codes rather
than the national physician fee schedule. COCA is concerned that carrier pricing could be based
on the flawed PE RVUs for these codes that were contained in the June 29™ Notice. Unless
CMS addresses the flaws in the PE RV Us, the precipitous drop in payments to these centers will
lead the centers to exit the market, thereby depriving Medicare beneficiaries of a high-quality,
lower-cost alternative to hospital-based catheterizations. To avoid this result, COCA makes the
following recommendations.

1. CMS should perform a new micro-costing analysis tailored to the special
characteristics of the technical services associated with cardiac catheterizations.

Such an analysis could capture direct costs more completely and estimate indirect costs
more accurately, thus allowing CMS to more precisely calibrate Medicare’s payments to
the actual resources that CVOCs use in providing technical services. It may be that CMS
will need to devise a special means for calculating values for services, like cardiac
catheterizations, that fit less naturally into the physician fee schedule. In any event, the
analysis will be complex, and, to ensure reliability, will require considerable time to
complete.

COCA has conducted an analysis of direct costs for cardiac catheterizations and is ready
to work with CMS regarding our methodology and findings and how it can be expanded
to include other procedure codes.

2. For 2007, while this analysis is being conducted, CMS should use the 2006 PE
RVUs to base the fee schedule payment for those procedures that are performed in
an outpatient catheterization center.

While, admittedly, the 2006 PE RVUs may be imperfect, they represent more reasonable
estimates than those produced by the incomplete and flawed calculations underlying the
CMS proposal. The 2006 PE RVUs result in fee schedule payment for cardiac
catheterization related procedures at relative parity with the hospital outpatient APC
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payment for the three related procedure codes. In the absence of using the 2006 values,
CVOCs will not be able to meet operating costs and will be forced to exit the market,
thereby thwarting Medicare’s ability to lower spending by providing beneficiaries access
to high-quality, lower-cost CVOC services. The four-year transition will limit the impact
to approximately 17 percent for the family of three codes comprising the catheterization
APC. However, by 2010, payments will be reduced 69 percent and payments will not
even approximate the cost of performing the procedure.

In summary, we have grave concemns about the use of carrier-based pricing for
procedures that are offered nationwide and historically have been paid according to the physician
fee schedule methodology. The carrier based pricing approach is more often used for new
services where there is insufficient data on which to determine a national rate. We have
previously described our concerns with the proposed 2007 PE RVUs for the cardiac
catheterization-related procedures, and at the suggestion of CMS staff, sponsored a study to
assess the validity of those concerns. The study results validate the central premise of our
comments that the RUC direct cost estimate is an inaccurate reflection of the direct costs,
particularly those related to clinical labor. Therefore, we request that the 2006 PE RVUs be used
in 2007 so that payments reflect the costs of performing the procedure in the outpatient setting
and are on par with the APC rate for a comparable family of cardiac catheterization-related
procedures. In addition, we note that carrier-based pricing has the potential to create disparities
in beneficiary co-payment liability.

We are available to brief CMS on the results of the COCA study and will be
collaborating with the American College of Cardiology and the Society for Cardiac Angiography
and Interventions as they prepare for the RUC activities in 2007. We thank you for the
opportunity to describe our concerns about the proposed rule, specifically as it relates to payment
for cardiac catheterization-related procedures and the development of standards for centers that
perform these procedures on an outpatient basis and respectfully request that you base 2007
payments for procedures performed in a cardiac catheterization center on the current practice
expense relative value units.

We look forward to working with CMS concemning these issues. If you have any
questions, please do not hesitate to contact me at (615) 250-1706.

Sincerely,

Steve Blades, President

cc: Herb B. Kuhn
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Improving Patient Care

October 9, 2006

Docket: CMS-1321-P -

Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule for
Calendar Year 2007 and other Changes to Payment Under Part B

Center for Medicare and Medicaid Services

7500 Security Blvd.

Baltimore, MD 21235

Re: RADI Medical Systems Inc.;
Proposal for Non-Facility Practice Expense;
CPT 93571 and CPT 93572

The following comments are submitted in response to the proposed Medicare Part B physician
fee schedule for 2007, regarding revision of the non-facility practice expense value for the
above-referenced CPT codes. This change is needed to reflect equ1pment acquisition costs
incurred by non-hospital providers that utilize RADI’s PressureWire~ Sensor in free-standing
cardiac catheterization laboratories. (In addition this document was submitted in April, 2006
for inclusion on the agenda of the Practice Expense Advisory Committee Meeting scheduled
for October, 2006.)

I. RADI Medical Systems

RADI develops and manufactures medical devices in the field of interventional cardiology,
including intravascular sensors (pressure measurement) and hemostasis management
products. More information regarding RADI is available at www.radi.se/index.asp?siteld=].

IL. The RADI PressureWire®

RADI’s PressureWire® is an intravascular sensor mounted at the end of a 0.014"diameter
high-torque interventional guidewire. The gu1dew1re connects to an analyzer monitor via a
connector cable. The tip of the PressureWire® is composed of an easy-to-shape platinum
spring around a central core wire. At the proximal end of this tip is a high ﬁdehty pressure
transducer that measures intravascular pressure. In addition, the PressureWire® includes a
PTFE-coated shaft that provides lubrication and enhances handling.

The PressureWire~ or a comparable device is required to perform the procedures described by
CPT code 93571, Intravascular Doppler velocity and/or pressure derived coronary flow
reserve measurement (coronary vessel or graft) during coronary angiography including
pharmacologically induced stress, initial vessel; and CPT 93572, each additional vessel.

Once a suspected occlusion has been identified, a PressureWire® can be used to ensure any
stent is applied to the culprit lesion and to avoid unnecessary stenting, as follows:

e  The PressureWire' is calibrated;
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o  The PressureWire® is advanced through a guiding catheter and the sensor is brought
distal to the tip of the guiding catheter;

o  Pressures between the guide catheter and the PressureWire are equalized;
o  The PressureWire is then advanced distal to the suspect lesion;
e  The patient is stressed pharmacologically;

e  If during stress the pressure as measured by the PressureWire~ drops to <75% of the
aortic pressure, the suspect lesion is the culprit (with 100% specificity) and should be
treated; whereas if the distal pressure is >75 % of the aortic pressure, the suspect lesion is
not the culprit (with 88 % sensitivity) and the patient may be managed medically;

e If intervention is required, a stent can be deployed over the PressureWire .

The PressureWire® can then be used after the intervention for assessment of the success of
stent deployment.

IIL Clinical use of the RADI PressureWire® has evolved

The procedures described by CPT 93571 and CPT 93572 have historically been performed in
hospitals in both inpatient and outpatient settings. Over time, however, evolving standards of
medical practice have made it feasible for these procedures to be performed in non-hospital
facilities, such as independent cardiac catheterization laboratories or other diagnostic testing
facilities.

Some private payors of health care expenses cover (and, until recently, Medicare required
national coverage for) certain cardiac catheterizations in non-hospital settings. The existing
physician reimbursement rates for CPT 93571 and CPT 93572, however, have not been
adjusted to reflect the providers’ equipment acquisition costs resulting from this evolution in
site of service.

IV. Current payment rates do not include reimbursement for cost of the PressureWire®
in non-facility settings

As the procedures in CPT 93571 and CPT 93572 have historically been performed in the
hospital inpatient and outpatient settmgs the Medicare physician fee schedule reflects a
presumption that the PressureWire~ will be acquired by a hospital. The cost of the device is
reflected, for example, in the hospital outpatient fee for Ambulatory Payment Classification
670, which includes CPT 93571 (CPT 93572 is assigned to APC 416).

A key difference between APC 670 and APC 416 (and corresponding CPT 93571 and 93572)
1s that the follow-on procedure of APC 416 uses the same PressureWire that was used for the
initial procedure covered by APC 610. Accordingly, the hospital’s device acquisition cost
represents most of the difference in reimbursement rates between APC 670 and APC 416.
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The difference in the base fee for APC 610 and APC 416 is $732.48, glost of which is
attributable to the approximate $690 cost of acquiring a PressureWire or a comparable
device. Current hospital fee information is summarized as follows:

Description Relative Payment National Minimum
(APC code) Weight Rate unadjusted unadjusted
copayment copayment

Level Il Intravascular and 28.7546 $1,711.22 $536.10 $342.24
Intracardiac Ultrasound and
Flow Reserve (APC 670)

Level | Intravascular and 16.4464 $978.74 ——- $195.75
Intracardiac Ultrasound and
Flow Reserve (APC 416)

Difference $732.48

Similarly, current reimbursement rates under the physician fee schedule reflect the
assumption that the hospital—and not the physician— will acquire the PressureWire® used to
perform CPT 93571 and CPT 93572. This is evidenced by the modest non-facility technical
component practice expense of CPT 93571, as follows:

CPT Mod Physician Non-Facility Facility
Work PE RVUs PE RVUs
RVUs®
93571 1.80 5.25 NA
26 1.80 0.68 0.68
TC 0.00 4.57 NA
93572 0.00 0.00 0.00
26 1.44 0.50 0.50
TC 0.00 0.00 0.00

The non-facility practice expense technical component of 4.57 relative value units equates to
approximately $165.33 at the current 2006 fee schedule conversion factor. Compared to the
$690 cost of a PressureWire' , the non-facility practice expense technical component does not
adequately reflect the device acquisition cost for non-hospital providers.
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V. Itis cost-effective for Medicare to promote non-hospital sites of service

By removing an obstacle that discourages clinically appropriate non-facility cardiac
catheterization services, the proposed change will reduce net costs to Medicare. Specifically,
the increased non-facility practice expense will enable physicians to provide a medically
necessary service, while avoiding the much higher facility fees incurred when those services
are provided in a hospital. The proposed change will affect only physicians’ choice of where
to provide the service and will not alter the clinical standards for determining whether the
service is needed. Thus, the proposed change will promote a more efficient use of Medicare-
funded hospital resources.

V1. Adjusting the non-facility practice expense technical component for CPT 93571 on
the physician fee schedule is preferable to other changes in the reimbursement
system

An adjustment to the physician fee schedule’s non-facility practice expense technical
component for CPT 93571 is the preferred method to properly reimburse for these services in
non-hospital settings, as the resulting reimbursement rate will remain subject to the scaling
and spending-growth restrictions of the physician fee schedule and will avoid the undesirable
effects of “unbundling” a necessary device.

Moreover, the HCPCS Working Group is inclined against creating a separately reimbursable
HCPCS code for the PressureWire~ sensor. In its preliminary analysis, the Workmg Group
concluded that adjustment of the practice expense, rather than a new HCPCS code, is the
preferred method for reflecting the cost of PressureWire' when used in the non-hospital
settings. See HCPCS Request No. 06.88, Agenda Item No. 20 (May 5, 2006).

Accordmgly, RADI respectfully requests CMS to evaluate the present reimbursement of
PressureWire® when used in a non-facility setting and to initiate a process for adjusting the
physician fee schedule’s non-facility practice expense relative value so that it provides
reasonable reimbursement for use of this treatment-enhancing and cost-saving device in non-
hospital settings.

Sincerely,

James M. Archetto
Chief Operating Officer
RADI Medical Systems, Inc.

CC: Wayne Powell, SCAI
Denise Garris, ACC
Pam West, CMS
Carolyn Mullen, CMS
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American Academy of Dermatology Association
American Society of Dermatologic Surgery

October 10, 2006

Mark B. McClellan, MD, PhD

Administrator

Centers for Medicare and Medicaid Services
Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1321-P
Dear Administrator McClellan:

On behalf of the dermatologic community, we appreciate the opportunity to
submit written comments regarding the 2007 Medicare Physician Fee Schedule.
As advocates for dermatologists and their patients, our organizations believe that
an adequate physician fee schedule ensures fairness and continued beneficiary
access to quality, dermatologic health care services.

Sustainable Growth Rate (SGR)

A sharp -5.1 percent cut in Medicare physician payments will take effect on
January 1, 2007 unless Congress takes action this year to avert this reduction,
and keep the program strong for seniors and disabled patients and the
physicians who care for them. At the heart of the problem is the Sustainable
Growth Rate (SGR) formula which calculates annual updates in Medicare
payments for Part B physician services. Under this formula, physicians are
penalized for increases in the volume of services they provide that are beyond
their control — such as new benefits authorized by legislation, regulations,
coverage decisions, new technology, growing patient demand for services, and
the growing number of beneficiaries.

Further, according to the 2006 Medicare Trustees Report, if the SGR formula is
not fixed, physicians will receive negative updates of approximately five percent
each year from 2007 until 2015. These reductions may prompt a number of
physicians to reconsider their participation in the Medicare program, to limit
services to Medicare beneficiaries, or to restrict the number of new Medicare
patients they are able to accommodate in their practice.






Budget Neutrality

Adding to the pending -5.1 percent cut, the proposed notice requires budget
neutrality adjustments to physician work relative value units only as a result of
changes from the five-year review process and other payment policy revisions.
Application of the budget neutrality adjustment to the conversion factor would
impact all physician services, whereas the application of the budget neutrality
adjustment to the work RVUs would impact only those services that have
physician work RVUs. Thus, we strongly urge CMS to implement any budget
neutrality adjustments to the conversion factor.

Practice Expense

We appreciate CMS’s proposal to incorporate dermatology’s practice expense
supplemental survey data to the 2007 fee schedule. Considerable staff and
physician volunteer time and significant financial resources were dedicated to
submitting supplemental survey data, as provided by the Balanced Budget
Refinement Act of 1999 (BBRA) and requested by CMS. Incorporating this data
into the CY2007 fee schedule will increase the accuracy in determining the PE
RVUs for the services our members provide, as well as improving the overall
accuracy of the practice expense component of the fee schedule. Again, we
appreciate CMS at last including the supplemental survey data into the proposed
rule and request that the data be implemented in the final rule.

As you know, the AMA is sponsoring a muiti-speciaity supplemental study of
practice expense costs. We have already agreed to participate in and contribute
to this additional practice expense survey. However, we are deeply concered
that the design and structure of the new survey in fact focus on practice expense
costs — as originally communicated to the physician community — and also be in
compliance with all of the criteria established for the specialty specific practice
expense supplemental surveys accepted by CMS. Additionally, the new multi-
specialty practice expense survey results must be held to the same standard
relating to the level of precision as the supplemental surveys already accepted by
CMS.

Thank you for the opportunity to comment on this proposed notice. For further
information, please contact Norma Border at nborder@aad.org or 847-330-0230
or Ted Thurn at tthurn@asds.net at 847-956-9126.

Sincerely,

American Academy of Dermatology Association
American Society of Dermatologic Surgery






The Susan G. Komen
‘| Breast Cancer Foundation

of maintaining a medical practice.

We believe the looming 5.1 % cut in payment slated for 2007 will have a negative impact on Medicare
beneficiaries’ access to breast health services. For example, results of a recent American Medical Association
survey ! indicate that Medicare payment cuts to physicians will hurt access to care for America's seniors. The
results show that 45 percent of physicians will either stop accepting or decrease the number of new Medicare
patients they accept if Medicare payments are cut in 2007. In that breast cancer is largely a disease of the aging
this could have devastating effects on hundreds of thousands of breast cancer patients across the country.

Moreover, according to the survey report, in rural areas more than 1/3 of physicians say they will be forced to
eliminate outreach services. This is extremely troublesome and could have dire consequences on access to care
for low-income patients who are already disproportionately impacted by breast ca