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Community Healthcare System 

Community Foundation 
Of Northwest Indiana, Inc. 

Community Hospital 
St. Catherine Hospital 

St. Mary Medical Center 

October 6,2006 

Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1506-P 
PO Box 801 1 
Baltimore, MD 2 1244-1 850 

Re: New Technology APCs - Section c. Pages 49553 and 49554 

We appreciate the opportunity to submit comments on the Medicare Hospital Outpatient Prospective 
Payment System and CY 2007 Payment Rates; Proposed Rule published August 23, 2006 in the 
Federal Register Volume 71, No. 183 Part IT 42 CFR Parts 410, 414, 416, 419, 421, 485, and 488 
[CMS-1506-P; CMS-4125-PI RIN 0938-A015, pages 49553 and 49544 - New Technology APCs, 
Section c. Stereotactic Radiosurgery (SRS) Treatment Delivery Services. 

New Technology APCs 

The Proposed Rule includes changes to the Ambulatory Payment Classifications (APCs) for GO339 
(image-guided robotic stereotactic radiosurgery complete or first treatment) and GO340 (image- 
guided robotic stereotactic radiosurgery fractionated - treatments 2 through 5). Specifically the 
proposal is to move GO339 fiom APC 1528 to APC 0067 resulting in a reduction of ($1,190.39) per 
treatment. It is also proposed to move GO340 from APC 1525 to APC 0066 resulting in a reduction 
of ($833.32). These proposed revisions would result in a reduction in payment averaging 
($2,857.03) per patient (based on the average treatment of three fractions per patient). A reduction 
of this magnitude for these codes would make it financially prohibitive for institutions to make this 
technology available to their patients. The proposed reductions were made based on the Center for 
Medicare and Medicaid Services (CMS) review of the Identifiable Data Set Hospital OPPS file for 
Calendar Years (CY) 2004 and 2005. We have serious concerns about this review, which we will 
enumerate in these comments. It is our hope that CMS will modify its proposed changes to payment 
codes and rates for both staged and single session image-guided robotic stereotactic radiosurgery, 
effective CY 2007. We request your assistance in setting reasonable Medicare rates for image- 
guided robotic stereotactic radiosurgery technology. 
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We want to acknowledge and applaud CMS' efforts over the past several years to continually 
improve its understanding of image-guided robotic stereotactic radiosurgery and maintain a 
process that allows for tracking of new technology claims. We would like to take this 
opportunity to further assist CMS in its efforts to establish appropriate payment rates for this 
technology and clarify the descriptor related to image-guided robotic stereotactic radiosurgery. 
To that end, we are supplying a brief overview of the development of the relevant codes and 
rates. 

Historv of Medicare Coding and Payment for Image-Guided Robotic Stereotactic Radiosurgery 
(r-SRS) 

In the November 30, 2001 Federal Register, CMS acknowledged that, "the APC assignment of 
(these) G codes and their payment rate was based on the understanding that stereotactic 
radiosurgery was generally performed on an inpatient basis and delivered a complete course of 
treatment in a single session.. ."' Robotic radiosurgery treatment with the CyberKnife is, in fact, 
just the opposite - predominantly an outpatient staged treatment. 

CMS also acknowledged that, "We did not clearly understand either the relationship of IMRT to 
stereotactic radiosurgery or the various types of equipment used to perform these  service^."^ 

Accordingly, in the November 30, 2001 Federal Register, CMS substantially altered the codes 
available for stereotactic radiosurgery and modified the then-existing code descriptors. The 
HCPCS Code used in CY 2001 for reporting stereotactic radiosurgery (for both Gamma Knife@ 
and linear accelerator-based radiosurgery) was HCPCS Code G0173. In the November 30,2001 
Federal Register, CMS announced a modified descriptor for Code GO173 to limit its use to linear 
accelerator-based stereotactic radiosurgery. However, CMS did not distinguish between gantry- 
based and image-guided robotic radiosurgery systems because it did not have any data regarding 
the relative costs of image-guided stereotactic radiosurgery (e.g., the CyberKnife) and non- 
robotic LINAC-based stereotactic radiosurgery using more conventional technology. CMS 
assigned HCPCS Code GO1 73 to New Technology APC 0721 for CY 2002. 

In the November 30, 2001 Federal Register CMS also indcated that it was planning to adopt a 
new HCPCS code for fractionated (i.e, staged) radiosurgery procedures, which was introduced in 
a March 28, 2002 Program ~emorandum~.  While CMS eventually adopted the new HCPCS 
code - GO251 - this code did not specify that it be used only for image-guided treatment with 
robotics. (The descriptor for this code was "linear accelerator-based stereotactic radiosurgery, 

' Federal Register, November 30, 2001, page 59865. 
Federal Register, November 30, 200 1 ,  page 59866. 

3 CMS Program Memorandum A-02-026,2002 Update of the Hospital Outpatient Prospective Payment System 
(OPPS), March 28,2002. 
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fractionated treatment, per session, maximum 5 sessions per course of treatment."). This code 
only became effective July 1,2002. 

CMS acknowledged in its Final Rule, published November 1, 2002, that there are significant 
fixed costs for all stereotactic radiosurgery, but they did not have enough cost data showing the 
current APC assignment for GO251 (APC 713) as inappropriate. In response, Georgetown 
University Hospital submitted cost data for CyberKnife treatment in December 2002. Stanford 
University Hospital submitted its cost data in January 2003. University of Southern California 
Keck School of Medicine submitted its cost data in February 2003. 

CMS designated GO251 for treatment completed in stages, and priced the treatment using the 
payment for a single stage treatment (G0173), dividing the payment by 5, and allowing up to five 
payments. Under the payment methodology, each staged treatment was set at the national rate of 
$1,125, which did not reflect the consistent use and cost of resources for each treatment4 As a 
result of this initial payment rate calculation methodology, CyberKnife centers continued to be 
underpaid for treatments 2-5. 

CMS agreed to revisit the APC assignments for all stereotactic radiosurgery procedures in 2003 
when it had 2002 claims data available. The APC classification for GO1 73 was based on claims 
submitted in Calendar Year 2001, before the CyberKnife was used in any substantial way for 
clinical purposes in the United States. In CY 2001, there was only one HCPCS Code - GO173 - 
for stereotactic radiosurgery (complete course of treatment in one session), regardless of whether 
the treatment was provided using a LINAC or cobalt-based system (Gamma ~n i fe@)  and 
regardless of whether the treatment was performed in stages. 

For 2004, CMS made certain changes to the HCPCS codes and APCs applicable to robotic 
stereotactic radiosurgery. CMS recognized new HCPCS codes for robotic stereotactic 
radiosurgery to distinguish these services &om other linear accelerator-based (LINAC-based) 
SRS services that are substantially less resource-intensive. CMS established HCPCS G0339, 
which describes image-guided robotic LINAC-based SRS completed in one session (or the first 
of multiple sessions), and assigned this new code to New Technology APC 1528 -- the same 
APC used for other forms of SRS. CMS also established HCPCS G0340, which describes the 
second and any subsequent sessions of r-SRS (up to five sessions), and assigned this new code to 
New Technology APC 1525, with a rate that was approximately 70% of the rate for the first 
treatment or session. These decisions were made after a review of the available clinical, cost and 
other data. We believe that the decisions that were made were - and are -- correct. 

Federal Register November 30,2001, page 59868 
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For CY 2005, no changes were made to GO339 and G0340. In the OPPS final rule (69 FR 6571 1) 
CMS stated that "any SRS code changes would be premature without cost data to support a 
code restructuring". (CMS- 1 506-P, page 1 56). 

At the August, 2005 APC Panel meeting, stereotactic radiosurgery codes including GO339 and 
GO340 were discussed. The Data Subcommittee reported its analysis of the CY 2004 
Identifiable Data Set Hospital OPPS file for all SRS codes. The data reflected significant cost 
differences among institutions billing the GO339 and GO340 codes, and resulted in the median 
costs of the procedures being lower than the current APC assignments warranted. The APC 
Panel's recommendation to CMS was to continue to reimburse GO339 and GO340 at their current 
APCs because of a lack of adequate and accurate data to assign a permanent APC. At the 
conclusion of the August, 2005 APC Panel meeting, the Panel recommended to CMS that no 
changes be made to SRS treatment delivery codes G0173. . . GO339, and GO340 (CMS-1506-P, 
page 157). 

Proposed CY 2007 APC Changes 

The Hospital Outpatient Prospective Payment System (OPPS) was intended by Congress to be 
resource-based, as reflected in hospital cost and charge data. The question is whether the APC 
rates adopted by CMS for a covered service for which there is inadequate and inconsistent 
claims history appropriately reflect the relative clinical utility and whether the rate established 
by CMS reflects a reasonable estimate of the resources involved 

There is no question that image-guided robotic stereotactic radiosurgery is substantially more 
resource-intensive than other forms of LINAC-based SRS. In fact, it was for this reason that 
CMS created separate HCPCS codes to distinguish these two technologies in CY 2004. And 
yet for CY 2007 CMS proposes to place r-SRT and LINAC-based SRT back into the same 
APC. 

It is our understanding fiom the CyberKnife Coalition that CMS is required to have a minimum 
of two years of claims data before moving a HCPCS code fiom a new technology to a clinical 
APC. Like the Coalition, we also believe that CMS does not have meaningful two-year data 
upon which to base the proposed changes to the APC placement of GO339 and G0340. We 
support the CyberKnife Coalition's assertions that: 

1. The proposed APC classifications and rates are based on claims submitted in Calendar 
Years 2004 and 2005, before the cyber~nifeB (the only true image-guided robotic 
stereotactic radiosurgery system on the market) was used in any substantial way for 
clinical purposes in the United States. In the beginning of CY 2004, there were only 
twelve (12) operational CyberKnife centers in the United States, with eight (8) of these 
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centers (67%) beginning operations during the calendar year and submitting claims to 
CMS for less than a full year. 

2. By the end of CY 2005, there were thirty-five (35) centers operating: fifteen (15) of those 
centers began operations during that year. Forty-three percent (43%) of all operational 
CyberKnife centers submitted claims for less than a Wl calendar year. Our institution did 
begin CyberKnife operation until May 2005. 

Thus, although CMS looked at data fiom the years 2004 and 2005, they do not have 
claims data of two years' duration and specifically they do not have two years of claims 
fiom our facility. 

3. Further, the CyberKnife Coalition's analysis of the CY 2004 Identifiable Data Set 
Hospital OPPS file raises serious questions about the reliability of the claims as reported. 

The basis for determining the proposed APC rate for CY 2007 for image-guided robotic 
stereotactic radiosurgery was a review of claims data for GO339 and G0340. Of the 486 
claims analyzed for 2004, 15% of the claims came fiom centers using the GO339 code 
which did not have an irnage-guided robotic stereotactic radiosurgery system. As a 
result, inclusion of their data in the calculation of the appropriate APC results in a lower 
median cost. The average cost, as indicated in the Identifiable Data Set Hospital OPPS 
file for CY 2004 for true image-.guided robotic stereotactic centers (CyberKnife) is 
reported at $6,203.27 per unit. For non-CyberKnife centers, the average cost is 
$3,479.65. The range in costs and charges is not surprising since the code has been used 
by centers that do not provide image-guided robotic stereotactic radiosurgery services. 

4. In addition, the 2004 Identifiable Data Set Hospital OPPS file does not include data for 
several of the most productive CyberKnife centers in the country which are also in large 
urban areas: Georgetown University Hospital had the 2nd highest procedure volume in 
the United States; Sinai Hospital in Baltimore, 6th highest procedure volume in the United 
States, and Miami CyberKnife Center with the 7'h highest procedure volume in the 
United States. Other smaller, less urban centers are also not included. 

The total number of claims for both GO339 and GO340 in the CY 2004 Identifiable Data 
Set Hospital OPPS file is 1'3 11. The total CY 2004 Medicare claims for Georgetown 
University Hospital (an institution not included in the Identifiable Data Set Hospital 
OPPS file) was 282; Miami CyberKnife Center submitted 196 claims to Medicare in CY 
2004. Georgetown and Miami's claims along with the other centers whose data was 
not included in the 2004 Identifiable Data Set Hospital OPPSfile total, at a minimum, 
more than thirty-six percent (36%) of the total number of claims that were included in 
the 2004 Identifiable Data Set Hospital OPPS fiCe for GO339 and G340 together. 

The CY 2004 Identifiable Data Set Hospital OPPS file clearly does not provide a sound basis for 
modifying the APC classification in light of the relatively low number of appropriate claims, the 
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high number of centers contributing data for less than a full year for both CY 2004 and 2005, the 
number of claims not included in the Identifiable Data Set Hospital OPPS file that are 
nonetheless relevant when establishing median cost, and the extraordinary variation in costs 
caused by a mix of centers utilizing the GO339 and GO340 codes for all types of SRS procedures 
instead of exclusively for r-SRS procedures. 

Historical Precedent - Gamma Knife New Technology Codes 

We also note that CMS is proposing to assign the Gamma Knife to a higher APC, while 
reclassifying image-guided robotic radiosurgery to a lower APC. CMS noted that it is a "mature 
technology [with] stable median costs" (CMS-1506-P, p 157). This would be an accurate 
reflection of the Gamma Knife, a technology in existence for 30 years with significant and 
mature data with which to establish an appropriate median cost. 

Since the clinical process-of-care, resources utilized and related costs involved in providing 
intra- and extracranial image-guided robotic stereotactic radiosurgery using CyberKnife are at 
least as great as, if not greater than, the clinical process-of-care, resources utilized and related 
costs involved in the provision of intracranial radiosurgery using the Gamma Knife, the APC 
assignment should reflect a similar reimbursement. Gamma Knife was maintained in temporary 
APC status for nearly 30 years while data was collected for review and determination of final 
rate setting. The proposed APC assignment for image-guided robotic radiosurgery for CY 2007 
is based on less than two full years of data as well as a small number of claims (a total of 486 
single billed claims for GO339 and 940 billed claims for GO340 for CY 2004). The CY 2005 
Identifiable Data Set Hospital OPPS file is not yet available to us for purchase and therefore has 
not been analyzed. However, we expect that these trends will be evident proportionally, and 
possibly exclude even more centers fiom the "common working file". 

CY 2004 and CY 2005 Data Variability Summary 

In 2004, 12 r-SRS centers were operating and 8 new centers started operation that that year. This 
was the first operational year for 67% of centers who had no established costs on which to set 
charges. 

# centers New centers 
operating treating % of centers 

Jan 1'' during year in first year 

Of the 25 centers reported in the 2004 Identifiable Data Set Hospital OPPS file using GO339 / 
GO340 - only 16 centers or 64% of those listed have dedicated image-guided robotic SRS 
equipment. The CY 2004 data is a mixture of data fiom all kinds of stereotactic radiosurgery 
procedures using various treatment modalities with vastly differing resource requirements. A 
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clearer distinction among SRS codes through continued code descriptor refinement will help 
facilitate the collection of data for all types of SRS services and the eventual establishment of 
appropriate permanent rates for each, respectively. 

Further, the CY 2004 Identifiable Data Set Hospital OPPS file for code GO339 for example, 
consists of only 486 claims with cost data ranging from $3,479.65 (non-robotic SRS centers) to 
$6,203.27 (for image-guided r-SRS centers). 

We believe that this analysis establishes that the CY 2004 claims data available for image-guided 
robotic stereotactic radiosurgery do not currently provide a sound basis for modifying the APC 
classifications or the proposed CY 2007 payment rates for codes GO339 and G0340. 

It was our hope to have received the Coalition's analysis of the CY 2005 Identifiable Data Set 
Hospital OPPS file, which was to be released at the beginning of September. It was, however, 
recalled by CMS. We regret that the comment period was not adjusted to allow interested parties 
to review this important data in the preparation of their comments. As we have indicated, 
however, we expect the same problems will be evident in the CY 2005 Identifiable Data Set 
Hospital OPPS file and we urge CMS to review the 2005 data with our comments in mind. 

Conclusion 

The purpose of new technology HCPCS codes is to allow for collection of a comprehensive, 
stable data set with which to effect an analysis of the charges and costs associated with the new 
technology. We understand that two years is the statutory minimum amount of time for which 
CMS must have data before moving a covered service from a new technology code to a clinical 
code. In the case of CyberKnife, the minimum is insufficient. An analysis of two years of data is 
not enough due to the large number of new centers submitting less than a full year of data for 
2004 and 2005 and the large number of centers with non-robotic equipment using the image- 
guided robotic stereotactic radiosurgery codes. Thus, while GO339 and GO340 are a vast 
improvement over the original SRS codes, they are still unclear and potentially misleading, 
resulting in a lower median cost as non-robotic SRS procedures are being billed using the image- 
guided robotic SRS codes. There is clear precedent for maintaining new technology codes well 
beyond the minimum two years. Gamma Knife, for example, was maintained in temporary new 
technology codes for the first thirty years of its use. 

Image-guided robotic stereotactic radiosurgery is still developing, with the CyberKnife the only 
dedicated r-SRS system in use at this time. The majority of the centers are new, in full operation 
for one year or less. Thus the 2004 and 2005 IdentiJable Data Set Hospital OPPSJiles result 
in an analysis of less than two full years of data. The data are not stable and do not accuralely 
capture the resources used in r-SRS as is CMS's charge. We join the many stakeholders who 
urge you to look at external data in making your classification decisions. We have shared with 
you the analysis the CyberKnife Coalition undertook, which we believe demonstrates the 
insufficiency of the CY 2004 and 2005 CMS data relative to SRS codes. 
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Recommendations 

.No changes should be made in the APCs or payment rates for GO339 (APC 1528) and GO340 
(APC 1525) for CY 2007. 

bCMS continue to work with CyberKnife centers to establish accurate and adequate 
reimbursement for image-guided robotic stereotactic radiosurgery (r-SRS). 

Oncology 
Community Healthcare System 
901 MacArthur Blvd., Munster, IN 4632 1 
2 19.836.6390 / mmatushek@comhs.org 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES ' 

CENTERS FOR MEDICARE AND MEDICAID SERIVICES 
OFFICE OF STRATEGIC OPERATIONS & REGULATORY AFFAIRS 

Please note: We did not receive the attachment that was cited in 
this comment. We are not able to receive attachments that have been 
prepared in excel or zip files. Also, the commenter must click the 
yellow 'Attach File" button to forward the attachment. 

Please direct your quegtions or comments to 1 800 743-3951. 
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Background 

Background 

Making these revisions will increase patient quality of care. 

GENERAL 

GENERAL 

CMS 1321-P 
Medicare Program; Revisions to payment policies under the physician fee schedule for 2007. 
Proposal date August 8,2006 

I am responding to the CMS proposal of 81816 regarding the proposed changes in the physician fee schedule for CPT 36478 and CPT 36479 Endovenous Laser 
Ablation. 

1 fully agree that there needs to be a reduction of the fee schedule at least to the level and probably greater than that which is proposed. 

Because of the high reimbwsement and the very little training to do this procedure many physicians are doing this procedure resulting in poor care to the patient. 

At the American College of Physicians meeting there are the physicians from vascular surgery and inwentional radiology who could be easily &ed to provide 
comprehensive vein care. However, there are also GPs, neurologist, OblGyns, general radiologists, FPs, internal medicine, plastic surgeons, dermatolgist, and 
many other specialities which have no training in ultrasound, percutaneous techniques, or venous anatomy and physiology. The most serious danger of this is the 
large reimbursements that attracts this wide range of practioners. This results in the ablation of the greater saphenous being performed which is not needed in 30% 
of cases. If this is ablated than the vein cannot be used ig the patient ever needs a bypass procedure in the future. Futhennore, many of the physicians only do this 
procedure when the patient needs additional care. The patient is therefore incompletely treated and told that this is all that can be done. If the patient is then able to 
find a physician that can adequately treat his problems there has often been adverse eventsto the patient and because of the cosmetic nature of these is not 
rcimbursed. 

There are instances where the patient has had deep venous disease with resultant ablation of the saphenous vein requiring amputation. 

1 therefore believe that the best way to provide comprehensive care for venous disease is to limit reimbursement for this procedure so that unqualified physicians are 
not doing this procedure. 

Sincerely, 

Eddy Lucas MD 
10 1 1 N Preserve 
Wichita, KS 67206 

Impact 

Impact 

See General Commcnt Below 

Provisions of the Proposed Rule 

Provisions of the Proposed Rule 

See General Comment Below 
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Background 

Background 

Making these revisions as proposed will negatively impact the Medicare populations access to quality health care. As the cost to provide high quality, specialized 
care for venous insufficiency continues to rise, the reduction in reimbursement rates will ultimately limit access to physicians who perform these treatments. 

GENERAL 

GENERAL 
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 
Proposal dated August 8,2006 

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

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

I. R W s  have consistently been reduced from 2005 levels: 
a. 2006: 46.9 1 
b. 2007: 43.53 
c. 2008: 40.84 

While practice expenses consistently rise (malpractice insurance,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, commanding 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 R W s  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. Further, overall cost of care for the venous insufficiency population will likely rise, 
considering such things as the need for ehmnic wound care for non-healing ulcer patients, recurrent thrombophlebitis, bleeding from varicosities which in most 
cases requires at least an ER visit and sometimes transfusions, and increased risk for D M .  Also consider that endovenous ablation procedures already offer high 
quality lower cost care for saphenous vein insufficiency as compared to traditional venous stripping. In addition, consider that we are treating an aging population, 
many of whom are poor surgical candidates. 

2. The proposed conversion factor (CF) for 2007 has been reduced from 2006, thus further decreasing reimbursement for endovenous laser 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 (upwards of $37,900 for laser and rising with 
improving technology which minimizes patient pain and bruising and $25,000 for RF) and the per patient supply costs ($360 for laser and $750 for radiofrequency 
for the procedure kits PLUS disposable steriIe 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 abIation), the significantly higher acquisition cost for 36478 (laser ablation) raises the overall 
physicians cost of delivering the service to the same level (possibly even higher). 

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

Thank you for your time and reconsideration of these proposed cuts in reimbursement. 

Respectfully submitted, 

Laura Graybeal Keating, M.D. 
Beckley, West Virginia 
lauriekeating@hotmaiI.com 
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Issue AreadComments 

Background 

Background 

The potential impact of changing rules concerning ASP reimbursement for bundled mediations is significant. Currently, I have the ability to choose which 
medications are most appropriate for each of my patients depending upon their disease, distance they travel to my ofice, home situation etc. If changes are made that 
affect the cost of a drug such as Aranesp, and I can only afford to use it if I also prescribe Neulasts, then I am in fact limited in my choices. There may often be ties 
when I would choose to use only one drug out of a bundle, but if the reimbursement is calculated upon a bundled price, then I am deprived of the choice of using 
that drug. 
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Impact 

Impact 

Refer to Genera! Comment below. 

Provisions of the Proposed Rule 

Provisions of the Proposed Rule 

Refer to General Comment below. 
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DATE: October 10,2006 

TwinCrest Group 
.. % brtrx !g s ~ i d t y  ~ ? r j s ~ c ~ o r i s  :c@!lu. w VI 

TO: 
o i l t h d ~ a t s  Iw Iini~rlc~al oppvrt;~!i~oe< 

Centers for Medicare & Medicaid Services 

FROM: Doug Cunningham, Co-Founder, Twincrest Group 

SUBJECT: Comments to File Code CMS-1321 -P 
"REASSIGNMENT AND PHYSICIAN SELF REFERRAL 

My objective in commenting on the subject proposed rules is to assure that in- 
office pathology laboratories owned and operated by specialty practices for their 
patients are not disadvantaged relative to pathology laboratories owned and 
operated by pathologists. I am not requesting any special considerations for in- 
office pathology laboratories other than continuation of fair and equal treatment 
which I believe exists today. 

I support many of the proposals to restrict "pod" or "condo" laboratories and a 
variety of technical I professional fee ("TC I PC") schemes because they are not 
the intent or spirit of CMS' regulations. These also happen to be issues dear to the 
pathologist community, although that community's agenda is one of protectionism. 

In any revisions to CMS' regulations, I want to be certain that in-office pathology 
laboratories found in specialty group practices such as dermatology, urology and 
gastroenterology do not suffer any harm. Some pathologists are not particularly 
happy about in-office laboratories because they are draining testing volume from 
the laboratories owned by these pathologists. If that isn't enough of self-interest, 
the battle cry from .these pathologists is now shifting from podlcondo laboratories, 
in which they feel they have won, to the in-office specialty group practice pathology 
laboratories. T hat bat tle c ry inc ludes c laims o f o ver-utilization, p oor q uality o f 
pathology diagnosis and high pricing. Nothing could be further from the truth. 

Allow me to explain TwinCrest Group's approach to in-office pathology laboratories 
so you can have a balanced view in which to gauge the anticipated comments to 
this File Code from pathology organizations that are working themselves into a 
heated frenzy to ban in-office pathology laboratories. I have these points to make: 

An in-office pathology laboratory provides better patient service. For 
example, patient specimens do not leave the practice. There are no lost 
specimens due to shipment to an off-site reference laboratory. Turnaround 
time to obtain a test result is far better. Ttiere is no searching for reports 
sent by a reference laboratory. Instead, results are entered directly into the 
practice's records. And, best of all, the patient can meet with the practice's 
pathologist to review any adverse test results. In the manner pathology is 
practiced today, it is a rarity for a pathologist to meet with a patient. 

Pricing in any laboratory is a non-issue. Today it does not matter what a 
specialty physician or a pathologist wishes to charge because virtually all 
payers, including Medicare, have a fee schedule they use to reimburse for 
pathology services. In a number of cases, the fees paid by many carriers 
are substantially less than fees paid by Medicare. 



Over-utilization is an over-used excuse. It appears that most pathologists have 
never heard of the National Comprehensive Cancer Network (NCCN) and the 
standards they publish for the treatment of an extensive list of virtually all known 
cancers. That is not the case with specialty practice physicians who pay close 
attention to these standards. For example, NCCN's Clinical Practice Guidelines 
in Oncology has a 33 page document titled "Prostate Cancer Early Detection" 
(version1.2006 issued on 5/17/06) which states on page MS-9: "The panel 
recommends an ex tended-pattern 12- core bio psy." T wincrest s upports al I o f 
NCCN's standards and encourages specialty practices with in-office pathology 
laboratories to do the same. The reason for following the standards is two-fold. 
First, doing less than the standard, unless there is a clear documented medical 
reason for doing so, subjects the specialty physician to a lawsuit if something 
goes wrong because the patient was not provided standard of care treatment. 
Second, doing more than the standard, unless there is a clear documented 
medical reason for doing so, may cause an unpleasant OIG audit. 

Quality of diagnosis by a pathologist in an in-office pathology laboratory is a non- 
issue. In most cases, the pathologist who is diagnosing the patient's tissue at the 
in-office pathology laboratory is generally the same pathologist who would have 
been diagnosing that same tissue in hislher own pathology laboratory or in a 
hospital laboratory prior to the existence of the in-office laboratory. Because the 
pathologist is from a local pathology group, he or she also has access to others 
in the group to assist in difficult cases. TwinCrest does not recruit, nor does it 
subscribe to retaining sub-standard pathologists. The pathology organizations 
who are strongly against in-office laboratories like to use the story of retired 
pathologists being hired into in-office laboratories with the implication these 
pathologists do not have the skills to provided quality diagnosis. TwinCrest 
avoids that argument by assuring the specialty practice only retains pathologists 
with sub-specialty training in the cases they are to diagnosis. 

Also, allow me to explain what TwinCrest Group is and what it does. TwinCrest was 
formed by three individuals with extensive experience in the laboratory industry. I am 
one of those individuals. TwinCrest assists specialty practices in providing the full gamut 
of pathology services to their patients. Here are important points regarding TwinCrest: 

TwinCrest is directly compensated for the services it offers. It does not have 
any ownership in any in-office laboratory, it does not lease equipment to the 
specialty practice or its in-office laboratory and it does not lease employees to 
the specialty practice or its in-office laboratory. In short, there is a contractual 
relationship with the specialty practice that is clearly arms-length. There are 
no joint ventures or other questionable arrangements that might infringe on 
OIG's "safe harbors." 

Laboratory construction is contracted directly by the specialty practice with a 
contractor selected by TwinCrest. 

Laboratory equipment is selected by TwinCrest but purchased directly by the 
specialty practice from a very large national distributor. 

TwinCrest recruits histotechnicians candidates for the in-office laboratory and 
the specialty practice selects the final candidate(s), determines compensation 
and directly hires the individual(s). 



TwinCrest recruits pathology groups for the in-office laboratory through a 
formal Request for Proposal (RFP) process and the specialty practice selects 
the pathology group and negotiates compensation. 

Pathology billing services are contracted directly by the specialty practice with 
a contractor selected by TwinCrest. 

In the end, the specialty practice owns the built and fully equipped in-office 
laboratory, has one or more histotechnician employees, has a contract with a 
local pathology group and an outside pathology billing company. TwinCrest 
provides consulting services for a period determined by the specialty practice 
and is paid by the specialty practice for those services. 

TwinCrest provides operating guidelines to the specialty practice in that the 
in-office specialty practice pathology laboratory must be located within the 
practice, can only serve the patients of the practice, all pathology professional 
services must be provided at the in-office laboratory and the laboratory must 
be inspected and accredited by COLA. 

The bottom line is there is a proper way to operate an in-office pathology laboratory for 
the benefit of patients. TwinCrest is very attentive to CMS' rules and regulations for 
physician office laboratories (POLs). There are over 106,000 POLs today that are CLIA- 
registered. And, TwinCrest will abide by any future new or revised rules and regulations 
promulgated by CMS regarding POLs. 

Again, all I ask of CMS on behalf of TwinCrest is that in-office pathology laboratories be 
treated the same as pathology laboratories owned and operated by pathologists. I ask 
for no advantage against pathologist-owned laboratories nor is it fair to disadvantage in- 
office pathology laboratories as some pathologists and pathology organizations wish 
might occur via a CMS rules and regulations route. 

Thank you for accepting these comments. Please contact me if you have any questions 
regarding TwinCrest Group. 



Submitter : Dr. THOMAS ESKEW Date: 10/08/2006 
Organization : WILMINGTON SURGICAL ASSOCIATES 

Category : Physician 

Issue AreasIComments 

GENERAL 

GENERAL 

CMS-13214' Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule for Calendar Year 2007 and other Changes to Payment Under 
Part B Roposal dated August 8,2006 I 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) R W s  for CPT codes 36478 
and 36479 and find several issues of great concern: 1 .  R W s  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 benetits. Given the limited number of these procedures that the average physician performs per year it is impossible to comply with CMS guidelines if the 
R W s  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 laser treatment. 3. Values for codes 36475 and 36476, 
radiofrequency vein ablation have been consistently higher that those for laser ablation: a. 2006: 5 1.5 b. 2007: 47.77 c. 2008: 44.52 Each of these technologics are 
comparable especially when we look at both the initial capital acquisition cost ($37,900 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) Dises the overall physician s cost of delivering the service to the same level (possibly even higher). I would request that the fully implemented, non- 
facility practice expense R W  remain at the 2006 rate for 36475 of 5 1.5 and that the R W  for 36478 be increased to this same level. I would be happy to discuss 
this further with members of your committee. Respectfully submitted, Thomas D. Eskew, Jr., M.D., FACS, FACP 
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Submitter : Dr. Michael Greenhawt 

Organization : South Florida Oncology - Hematology 

Category : Physician 

Issue Areas/Comments 

Date: 10/08/2006 

lmpact 

Impact 

October 8,2006 

Re: ASP issues 

Dear Sirs: 

I am writing to express my concerns regarding proposed changes in Medicare reimbursement for Part B covered drugs and biologicals in 2007. 

Specifically, in regard to contract pricing, my contracts with pharmaceutical companies do not dictate the amount of drug that my practice purchases, but rather 
afford me the choice to purchase as much or as little of a particular drug as is necessary for the practice. I certainly appreciate the value offered by the contracts that I 
have, especially the Amgen Portfolio Contract. 

Please be aware that my choice of therapies reflects the clinical needs of my patients, and my personal preferences, and is not driven by the terms of any contract. 
For example, the physicians in my practice have chosen to use the red cell growth factor Aranesp, instead of the similar product Rocrit, due to greater dosing 
flexibility with Aranesp, and the potential to give treatment of equal efficacy with fewer injections. Similarly, the white cell growth factor Neulasta has major 
advantages over the similar product Neulasta, in that only one injection and trip to the oftice are needed for each course of chemotherapy, rather than multiple daily 
visits. In both cases, preference for one drug over another is driven by patient comfon and convenience. Of course, if a particular patients circumstances make 
either Rocrit or Neupogen the more appropriate drug, I and the other physicians in my practice may and do administer that drug. 

The Amgen Portfolio Contract gives my practice the freedom to access discounts and rebates on whichever of the Amgen products we choose to utilize. The practice 
cams additional discounts for all products if we choose to purchase thcm, which helps us afford to continue providing growth factor therapy in the ofticc sctting. 
My acquisition cost, before rebates, for these products far exceeds ASP +6%. Without the Amgen contract and the flexibility that it provides, all of the practice s 
Medicare patients, and most if not all patients with other insurance coverage, would have to go elsewhere to receive these medications. I am surc you are aware that 
these medications have been shown to improve results of cancer treatments and to positively influence length and quality of life for these patients. 

Also as you are undoubtedly aware, current ASP calculations are based on prices and discounts actually available in the market. I am conccmed that proposed 
changes to the ASP system that would use theoretic allocation of discounts, rather than actual market prices, to set reimbursement would worsen the diffcrence 
between my acquisition cost and Medicare reimbursement. This would reduce my choices of which drugs to prescribe, and access to these important drugs for my 
Medicare (and other) patients. 
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Submitter : Dr. Charles Dietzek 

Organization : Vein & Vascular Institute 

Category : Physician 

Issue Areas/Comments 

Date: 10/08/2006 

Background 

Background 

The reduction in reimbursement rates will ultimately limit access to physicians who perform these treatments. Making these revisions as proposed will impact 
negatively on the Medicare populations access to quality health care. It will also negatively affect physician practices and their ability to function. 

GENERAL 

GENERAL 

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 
Proposal dated August 8,2006 

1 am responding to the CMS proposal of 8/8/06 regarding thc proposed changes in the physician fee schedule for CPT 36475 and CPT 36476 Endovenous 
Radiofrcquency Ablation. 

I have reviewed the proposed 2007 fully implemented, non-facility practice expense (PE) R W s  for CPT codes 36475 and 36476 and find several issues of great 
concern: 
How is it possible that a procedure that was just given a new code in 2004, (CPT 36475,36476, Radiofrequency Endovenous Ablation) has its practice expense 
devalued 2 years later and in subsequent years when the costs of performing this procedure is now higher. Values for codes 36475 and 36476, radiofrequency vein 
ablation are reduced as listed: 
a.2006 51.5 
b. 2007: 47.77 
c. 2008: 44.52 
There is no govermental control against rising overhead in physician or hospital practices. The costs of the equipment has not been reduced. How is it then that there 
can be a reduction. 
This is wholesale manipulation of the numbers, just to lower expenditures and therefore costs to the federal goverment and not based on the reality of what it takes 
to delivcr this service to patients. 
How are physicians suppose to provide these services and purchasc equipment based on projected revenues, which 1 did in 2005, and then have the goverment decide 
to lower payment and put my practice at financial risk and my patients at risk of not obtaining this service. 

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 myself and other physicians to perform these procedures and 
ultimately result in a loss of access to care for Medicare beneficiaries. 
In addition, while the goverment reduces payment, it does nothing to help physicians bargain collectively with insurance companies who stand behind antiaust 
laws that allow them to follow in-suit with CMS's reduction in payment to physicians and allow them to enjoy greater revenues. You must appreciate that third 
party payors already pay a lower percentage of medicare rates. Why are these insurance companies not regulated in their profits as well but rather allowed to florish 
under the umbrella of good business practice. 
I would be happy to discuss this further with members of your cornmittec. 

Respectfully submitted, 

Charles Dietzek, D.O.,FACOS 
Vein and Vascular Institute 
1000 White horse Rd. Suite 703 
Voorhees, N.J. 08043 
cdiekek@comcast.net 

Impact 

Impact 

CMS-132 I-P Medicarc Program; Rcvisions to Payment Policies Undcr the Physician Fec Schedule for Calendar Year 2007 and other Changes to Paymcnt Undcr 
Part B 
Praciticc expense RVU values for codes 36475 and 36476, radiofrequcncy vein ablation have been reduced in following years. 

a. 2006: 5 1.5 
b. 2007: 47.77 
c. 2008: 44.52 

Provisions of the Proposed Rule 
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Submitter : Mr. Bernard Ness 

Organization : B. J. Ness Consulting Group, LLC 

Category : Laboratory Industry 

Issue AreasIComments 

GENERAL 

GENERAL 

"See attachment" 
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B. J. Ness Consulting Group, LLC 

cases, the fees paid by many insurance carriers are substantially less than fees 
paid by Medicare. 

- Over-utilization is a greatly over-used excuse. Most pathologists have never heard 
of the National Comprehensive Cancer Network (NCCN) and the standards they 
publish for the treatment of an extensive list of virtually all known cancers. That is 
not the case with specialty practice physicians who pay close attention to these 
standards. For example, NCCN's Clinical Practice Guidelines in Oncology has a 
33 page document titled "Prostate Cancer Early Detection" (version1.2006 issued 
on 5/17/06) which states on page MS-9: "The panel recommends an extended- 
pattern 12-core biopsy." We support all of NCCN's standards and encourage 
specialty practices with in-office pathology laboratories to do the same. The reason 
for following the standards is two-fold. First, doing less than the standard, unless 
there is a clear documented medical reason, subjects the specialty physician to a 
lawsuit should anything go wrong because the patient was not provided standard 
of care treatment. Second, doing more than the standard, unless there is a clear 
documented medical reason for doing so, may cause an unpleasant OIG audit. 
These standards are utilized to maximize the detection of cancer for the specialists 
for better clinical outcomes. 

- The quality of diagnoses by a pathologist in an in-office pathology laboratory is 
another non-issue. In most cases, the pathologist diagnosing the patient's tissue at 
the in-office pathology laboratory is likely the same pathologist who would have 
been diagnosing that same tissue in hislher own pathology laboratory or in a hospital 
laboratory prior to the existence of the in-office laboratory. Since the pathologist is 
from a local pathology group, helshe also has access to others in the pathology 
group to assist in difficult cases. The pathology organizations who are strongly 
against in-office laboratories like to use the story of retired pathologists being hired 
into in-office laboratories with the implication these pathologists do not have the 
skills to provided quality diagnosis. Many times if retired pathologists are utilized 
they bring with them decades of experience in diagnosing cancer and other diseases. 
What is wrong with that? 

The bottom line here is that there is a proper way to operate an in-office pathology laboratory 
for the benefit of patient care. There are over 106,000 POLS today that are CI-IA-registered. 
Unfortunately, we have seen far too many instances where local pathologists or 
histotechnologists have tried to implement in office pathology laboratories that are suspect 
at best or out right illegal by current CMS and OIG standards. 

Again, all we ask of CMS is that in-office pathology laboratories be treated the same as 
pathology laboratories owned and operated by pathologists. We ask for no advantage 
against pathologist-owned laboratories nor is it fair to disadvantage in-office pathology 
laboratories as some pathologists and pathology organizations wish might occur via a 
CMS rules and regulations route. 

Thank you for accepting these comments. Please contact me if you have any questions. 

5035 Cartagena Drive, Suite B100, Toledo, OH 43623 41 9.843.6400 bjness@BEx.net 



Submitter : Dr. Aksel Nordestgaard 

Organization : Northwest Vein Center 

Category : Physician 

Issue AreasIComments 

Date: 10/08/2006 

Background 

Background 

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 

CMS 1321 P 
Medicare Program; Revisions to Payment Policies Under the Physician Fee Schedule for Calender Year 2007 and other Changes Under part B 
Proposal dated August 8. 2006. 

I am responding to the CMS proposal of 81816 regarding the proposed changes in the Physician schedule for CPT 36478 and CPT 36479 Endovenous Laser 
Ablation. 

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

1. R W s  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 difticult 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 to provide these 
services. These highly skilled technologists are in drastic shor- 
tage and therefore command high salaries in excess of $ 70,000 
per year plus benefit. Given the limited numbeer of these proce- 
dures that the average physician performs per year it is impossib- 
le to comply with CMS guidelines if the R W s  and subsequent 
reimbursement continue to drop. 

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

2. The proposed conversion factor for 2207 has been reduced from 
2006, thus further decreasing reimbursement for endovenous laser 
treatment. 

3. Values for codes 36475 and 36476, radiofrequency vein ablation 
have been consistently higher that those for laser ablation: 
d. 2006: 5 1.5 
e. 2007: 47.77 
f. 2008: 44.52 

Each of these technologies are comparable especially when we look at both the initial capital acquisition eost ($37,900 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 physicians cost of delivering the service to the same level @ossibly even higher). 

I would request that the fully implemented, non-facility practice expense R W  remain at the 2006 rate for 36475 of 5 1.5 and that the RVU for 36478 be increased 
to this same level. 

I would be happy to discuss this further with members of your committee. 
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Respectfully submitted, 
Aksel G. Nordestgaard, MD 
Gig Harbor, WA 98335 
a.nordy@comcast.net 

Impact 

Impact 

Se General Comment below 

Provisions of the Proposed Rule 

Provisions of the Proposed Rule 
Se General Comment below 
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Submitter : Dr. Melvin Rosenblatt 

Organization : Connecticut Image Guided Surgery 

Category : Physician 

Issue AreaslComments 

Date: 10/08/2006 

Background 

Background 

The reduction of the 36478, and 36479 codes will have a negative impact on the medicare patient population. 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 perfonn 
these treatments 

GENERAL 

GENERAL 

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 
Proposal dated August 8,2006 

I 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) R W s  for CPT codes 36478 and 36479 and find several issues of great 
concern: 

1. R W s  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. 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 perfonn this extremely important procedure and ultimately result in a 
loss of access to care for Medicare beneficiaries. 
I am fearful that a reduction in reimbursement will create a scenario where those physicians who are expert at these treatments will not participate in Medicarc. Othcr 

physicians, who are not as expericnced will offer these services but will cut procedure costs at the cost of patient care. As for myself, I pride myself on patient care. 
If I can t provides these services at a high level of quality and cover my costs then I will be forced into not providing these services. 

I would request that the fully implemented, non-facility practice expense R W  remain at the 2006 rate for 36475 of 5 1.5 and that the R W  for 36478 be increased 
to this same level. 

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

Respectfully submitted, 

Melvin Rosenblatt, M.D. 
Fairfield CT. 
mel@cigsurg.com 

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. William Belsom 

Organization : The Woman's Clinic 

Category : Physician 

Issue Areas/Comments 

Date: 1010812006 

Background 

Background 

The proposed legisation will negatively impact access of the medicare population to varicose vein treatment. 

GENERAL 

GENERAL 

CMS-132 1 -P 
This legislation intends to lower the reimbursement of laser ablation of varicose veins to the medicare population. Varicose veins are a particularly insidious 
disease. It affects 30 per eent of women and 15 per eent of men. If untreated it leads to unhealed ulcers of the lower legs. Age is directly associated with severity 
of the problem. By treating the veins now, the government will save immediately and later in costs of wound care. Approximately 1.5 per cent of medicare 
reimbursement is for venous ulcer care. 

The cost of our nursing, technical staff and utilities are going up. If this legislation passes this modality will be less available to those most in need of its benefit. 

If you require more information about this technique and its benefits to the medicare patient, do not hesitate to contact me. 

Sincerely, 

William B. Belsom M.D. 

Impact 

Impact 

See comment below. 

Provisions of the Proposed Rule 

Provisions of  the Proposed Rule 

See comment below. 
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Submitter : Ms. Terri McDonald 

Organization : University of Tennessee Medical Center 

Category : Nurse 

Issue AreasIComments 

Date: 10/08/2006 

GENERAL 

GENERAL 

Extracranial stereotactic radiosurgery is far and above more difficult and time consuming to plan and treat than any intracranial treatment we have encountered and 
I'm sure by other SRS systems as well. It cannot be stressed enough, for this reason as well as others, the consideration that needs to be given to this matter. 
Please give consideration to the attached letter. Thank you. 
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October 6,2006 

Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1506-P 
PO Box 801 1 
Baltimore, MD 2 1244- 1 850 

Re: New Technology APCs - Section c. Pages 49553 and 49554 

As a representative of the University of Tennessee Medical Center, I wish to submit comments on 
the Medicare Hospital Outpatient Prospective Payment System and CY 2007 Payment Rates; 
Proposed Rule published August 23, 2006 in the Federal Register Volume 7 1, No. 183 Part I1 42 
CFR Parts 410, 414, 416, 419, 421, 485, and 488 [CMS-1506-P; CMS-4125-PI RIN 0938-A015, 
pages 49553 and 49544 - N ew T ethnology APCs, S ection c . S tereotactic R adiosurgery ( SRS) 
Treatment Delivery Services. 

The Proposed Rule includes changes to the Ambulatory Payment Classifications (APCs) for GO339 
and GO340 resulting in a reduction in payment for the delivery of image-guided robotic stereotactic 
radiosurgery ( SRS). This proposed reduction in reimbursement will have a significant financial 
impact for CyberKnife Centers in the U.S. Many of these centers, such as ours, have made a 
significant investment in a Cyberknife program in only the last two years to bring this state- of -the- 
art treatment option to patients in our region. We would recommend that CMS reconsider the 
proposed changes to reimbursement for GO339 and GO340 based on the following: 

The proposed reductions were made based on the Center for Medicare and Medicaid 
Services (CMS) review of the Identifiable Data Set Hospital OPPS file for Calendar 
Years (CY) 2004 and 2005. The CY 2004 Identifiable Data Set Hospital OPPS file 
clearly does not provide a sound basis for modifying the APC classification in light of the 
relatively low number of appropriate claims, the high number of centers contributing data 
for less than a full year for both CY 2004 and 2005, the number of claims not included in 
the Identifiable Data Set Hospital OPPS file that are nonetheless relevant when 
establishing median cost, and the extraordinary variation in costs caused by a mix of 
centers utilizing the GO339 and GO340 codes for all types of SRS procedures instead of 
exclusively for robotic SRS procedures. 



New Technology APCs 
[CMS-1506-P; CMS-4125-PI RIN 0938-A01 5 

Section c, Pages 49553 and 49554 

We also note that CMS is proposing to assign the Gamma Knife to a higher APC, while 
reclassifying image-guided robotic radiosurgery to a lower APC. Since the clinical 
process-of-care, resources utilized and related costs involved in providing intra- and 
extracranial image-guided robotic stereotactic radiosurgery using CyberKnife are at least 
as great as, if not greater than, the clinical process-of-care, resources utilized and related 
costs involved in the provision of intracranial radiosurgery using the Gamma Knife, the 
APC assignment should reflect a similar reimbursement. 
Gamma Knife was maintained in temporary APC status for nearly 30 years while data 
was c ollected for review and determination o f f inal rate s etting. T he p roposed AP C 
assignment for image-guided robotic radiosurgery for CY 2007 is based on less than two 
full years of data as well as a small number of claims (a total of 486 single billed claims 
for GO339 and 940 billed claims for GO340 for CY 2004). 

We believe strongly in the power of this technology based on the outcomes, some remarkable, 
that we have seen and experienced with the patients treated at our Center. As a regional referral 
hospital with Centers of Excellence in cancer, brain and spine, we are committed to be a provider 
for emerging technologies that will impact the mortality and morbidity of our patients. The 
proposed reimbursement cuts for image-guided robotic stereotactic radiosurgery will 
undoubtedly create financially difficulty maintaining this resource intensive and relatively new 
program. 

We request assistance from CMS in setting reasonable Medicare rates for image-guided robotic 
stereotactic radiosurgery technology. Our recommendations are: 

,No changes should be made in the APCs or payment rates for GO339 (APC 1528) and GO340 
(APC 1525) for CY 2007. 

b CMS continue to work with CyberKnife centers to establish accurate and adequate cost data 
and reimbursement for image-guided robotic stereotactic radiosurgery (r-SRS). 

Sincerely, 

Terri McDonald, RN 
University Of Tennessee Medical Center 
1924 Alcoa Hwy., Knoxville, TN 37920 
865-544-6889/tmcdonal@mc.utmck.edu 



Submitter : Dr. Edmund MacLaughlin Date: 10/08/2006 

Organization : Dr. Edmund MacLaughlin 

Category : Physician 

Issue AreasIComments 

GENERAL 

GENERAL 

Comment regarding Coverage of Bone Mass Measurement (BMM) tests: 
Please consider my comments very carefully. I am a rheumatologist in private practice in a medically underserved area (Dorchester County, MD.) The proposal to 
reduce reimbursement of DXA (CPT code 76075) from approximately $140. down to approximately $40. will make it impossible to perform quality DXA. The 
key central point is this: There is much poor quality DXA work being done throughout the United States. For those of us who do DXA properly, we cannot do it 
for $40.00. I invite you to send a representative to my office. I will show you study after study of improperly performed DXA. If you allow me to obtain the data 
bases of several Maryland hospitals, I can probbly show you thousands of improperly done studies. Typically, these studies are done by physicians who simply 
rubber-stamp the reports generated by the computers of the DXA machines. That type of DXA reporting is quick and easy, and the results are often wrong. Please 
send a representative to my ofice for half a day, and 1 will show you exactly why cutting reimbursement will ultimately result in excess morbidity and mortality of 
vulnerable seniors because they will have received improper treatment based upon worthless DXA studies that ean be done for $40.00 
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Submitter : Dr. John Chan 

Organization : Stanford University 

Category : Physician 

Date: 10/09/2006 

Issue AreasiComments 

GENERAL 

GENERAL 

This will clearly influence the manner in which we are able to guide treatment in the care of women with ovarian cancer. In a situtation where there is no standard 
keatment, assay guided therapy has significantly impacted the manner in which we care for these unfortunate patients. please reconsider. 
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Submitter : Dr. David MacMillan 

Organization : Cosmetic Vein Centers of Virginia 

Category : Ambulatory Surgical Center 

Issue AreaslCommenta 

Date: 1010912006 

Background 

Background 

Making these revisions as proposed will impact negatively on the Medicare population s access to quality, affordable health care, and undoubtedly these changes 
will be mirrored by other healthcare payors,.magnifying the negative effect these changes will bring about. The reduction in reimbursement rates will ultimately 
limit access to physicians who perform these aeatments, by limiting the ability of physicians to perform the procedures in the most costeffective manner office 
based, or ambulatory, surgery centers. 

GENERAL 

GENERAL 

See Attachment 

Impact 

Impact 

See general comment below. 

Provisions of the Proposed Rule 

Provisions o f  the Proposed Rule 

See general comment below. 

CMS-I 321-P-590-Attach-I .DOC 
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Cosmetic Vein Centers of V7rginia 

October 9,2006 

Mark McClellan, MD, PhD, 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 21 244-1850 

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 
Proposal dated August 8,2006. 

Impact of practice expense (PE) methodoloqv chanaes on phvsician pavment and the DRA reduction 
for Endovenous Surqical Procedure 36475 & 36476 done in the non-facilitv settincr. 

I am responding to CMS proposal of 8/8/06 regarding the overall proposed changes to the physician 
fee schedule, in particular, CPT 36475 and CPT 36476 for the Endovenous Radiofrequency Ablation 
procedure. 

I have reviewed the proposed fully implemented, non-facility practice expense (PE) RVUs for CPT 
codes 36475,36475,36478, and 36479. With the 2007 Medicare Physician Fee Schedule scheduled 
for a 5.1 % reduction across the board cut in reimbursement and the impact of the additional reduction 
in PE changes it will have a significant affect for my specialty - Phlebology. 

For 2007, it will be an overall reduction of 1 I%, and this does not include the additional PE expense 
reductions that CMS has proposed to phase- in over the 2008-201 0 time periods. These cuts will have 
an adverse impact on reimbursement and do not truly reflect the cost associated in doing these 
procedures. 

These cuts in reimbursement have not been demonstrated to be justified, either based on actual 
reductions in the costs of performing the procedures in an outpatient (read: "cost-efficient") practice 
setting, nor by any demonstration of error in the original RVU computation. The proposed changes will 
negatively impact the ability of physicians to perform this extremely safe and clinically effective 
procedure and ultimately result in a loss of access to care for Medicare and other beneficiaries in the 
outpatient setting. 

I urge CMS to take steps to ensure that patients continue to have access to the treatments and 
technologies that improve their quality of life and to preserve Medicare patients' access to surgical care 
in the oFfice setting. 

1901 South Main St., Suite 2 
Blacksburg, VA 24060 

Phone 540-552-VEIN (8346) 
Fax540-951-VEIN (8346) 

www.veinm.com 



Cosmetic Vein Centers of Vlrginia 

My practice expenses are consistently rising, not decreasing. In addition, it has become increasingly 
difficult to provide these necessary services, given general inflationary trends in the healthcare industry 
as a whole, and regulatory changes in particular. In order to comply with CMS guidelines, the 
ultrasound component of the procedure requires that the physician employee a Registered Vascular 
Technologist. 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! 

Recommendation: 

PE RVU Methodology for 36475 and 36476 1 strongly recommends that CMS eliminate the proposed 
reductions in PE RVUs for endovenous procedures described by CPT codes 36475,36476,36478, and 
36479. These recently established CPT codes were reviewed and evaluated with the appropriate cost 
data late in 2004 and were implemented in early 2005. Therefore the current 2006 values more closely 
reflect accurate PE expenses then the proposed PE calculations. 

I urge CMS to maintain the current 2006 Non-facility -&ice based PE values for 2007. 

CPT - Descri~tion 2006 Non- Facilitv PE RVUs 
36475(8) Endovenous RF(laser)A, 1 vein treated 51.54 
36476(9) Endovenous RF(laser)A, vein add-on 7.9 

Sincerely Yours, 

David T MacMillan, MD, FACS 
Cosmetic Vein Centers of Virginia 

1901 South Main St., Suite 2 
Blacksburg, VA 24060 

Phone 540552-VEIN (8346) 
Fax540951-VEIN (8346) 

www. veinm. w m  



Submitter : 

Organization : 

Category : Physician 

Issue AreaslComments 

GENERAL 

GENERAL 

"see attachment" Boynton Beach Cancer Center 
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Provisions of the Proposed Rule 

see comments below 
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We want to acknowledge and applaud CMS' efforts over the past several years to continually 
improve its understanding of image-guided robotic stereotactic radiosurgery and maintain a 
process that allows for tracking of new technology claims. We would like to take this 
opportunity to further assist CMS in its efforts to establish appropriate payment rates for this 
technology and clarify the descriptor related to image-guided robotic stereotactic radiosurgery. 
To that end, we are supplying a brief overview of the development of the relevant codes and 
rates. 

History of Medicare Coding and Pavment for Image-Guided Robotic Stereotactic Radiosurgery 
(r-SRS) 

In the November 30, 2001 Federal Register, CMS aclcnowledged that, "the APC assignment of 
(these) G codes and their payment rate was based on the understanding that stereotactic 
radiosurgery was generally performed on an inpatient basis and delivered a complete course of 
treatment in a single session. .."I Robotic radiosurgery treatment with the CyberKnife is, in fact, 
just the opposite - predominantly an outpatient staged treatment. 

CMS also acknowledged that, "We did not clearly understand either the relationship of IMRT to 
stereotactic radiosurgery or the various types of equipment used to perform these s e ~ i c e s . " ~  

Accordingly, in the November 30, 2001 Federal Register, CMS substantially altered the codes 
available for stereotactic radiosurgery and modified the then-existing code descriptors. The 
HCPCS Code used in CY 2001 for reporting stereotactic radiosurgery (for both Gamma Knife@ 
and linear accelerator-based radiosurgery) was HCPCS Code GO1 73. In the November 30,2001 
Feded Register, CMS announced a modified descriptor for Code GO173 to limit its use to linear 
accelerator-based stereotactic radiosurgery. However, CMS did not distinguish between gantry- 
based and image-guided robotic radiosurgery systems because it did not have any data regarding 
the relative costs of irnage-guided stereotactic radiosurgery (e-g., the CyberKnife) and non- 
robotic LINAC-based stereotactic radiosurgery using more conventional technology. CMS 
assigned HCPCS Code GO173 to New Technology APC 0721 for CY 2002. 

In the November 30,2001 Federal Register CMS also indicated that it was planning to adopt a 
new HCPCS code for fractionated (i.e. staged) radiosurgery procedures, which was introduced in 
a March 28, 2002 Program ~emorandum~.  While CMS eventually adopted the new HCPCS 
code - GO251 - this code did not specify that it be used only for image-guided treatment with 
robotics. (The descriptor for this code was "linear accelerator-based stereotactic radiosurgery, 
fractionated treatment, per session, maximum 5 sessions per course of treatment."). This code 
only became effective July 1,2002. 

Federal Register, November 30,2001, page 59865. 
Federal Register, November 30,2001. page 59866. 

CMS Program Memorandum A-02-026,2002 Update of the Hospital Outpatient Prospective Payment System 
(OPPS), March 28,2002. 



At the August, 2005 APC Panel meeting, stereotactic radiosurgery codes including GO339 and 
GO340 were discussed. The Data Subcommittee reported its analysis of the CY 2004 
Identifiable Data Set Hospital OPPS file for all SRS codes. The data reflected significant cost 
differences among institutions billing the GO339 and GO340 codes, and resulted in the median 
costs of the procedures being lower than the current APC assignments warranted. The APC 
Panel's recommendation to CMS was to continue to reimburse GO339 and GO340 at their current 
APCs because of a lack of adequate and accurate data to assign a permanent APC. At the 
conclusion of the August, 2005 APC Panel meeting, the Panel recommended to CMS that no 
changes be made to SRS treatment delivery codes GO173. . . G0339, and GO340 (CMS-1506-P, 
page 157). 

Proposed CY 2007 APC Changes 

The Hospital Outpatient Prospective Payment System (OPPS) was intended by Congress to be 
resource-based, as reflected in hospital cost and charge data. The question is whether the APC 
rates adopted by CMS for a covered service for which there is inadequate and inconsistent 
claims history appropriately reflect the relative clinical uhuhlity and whether the rate established 
by CMS reflects a reasonable estimate of the resources involved. 

There is no question that image-guided robotic stereotactic radiosurgery is substantially more 
resource-intensive than other forms of LINAC-based SRS. In fact, it was for this reason that 
CMS created separate HCPCS codes to distinguish these two technologies in CY 2004. And 
yet for CY 2007 CMS proposes to place r-SRS and LZNAC-based SRS back into the same 
APC. 

It is our understanding from the CyberKnife Coalition that CMS is required to have a minimum 
of two years of claims data before moving a HCPCS code from a new technology to a clinical 
APC. Like the Coalition, we also believe that CMS does not have meaningful two-year data 
upon which to base the proposed changes to the APC placement of GO339 and G0340. We 
support the CyberKnife Coalition's assertions that: 

1. The proposed APC classifications and rates are based on claims submitted in Calendar 
Years 2004 and 2005, before the cyberKnifeo (the only true image-guided robotic 
stereotactic radiosurgery system on the market) was used in any substantial way for 
clinical purposes in the United States. In the beginning of CY 2004, there were only 
twelve (12) operational CyberKnife centers in the United States, with eight (8) of these 
centers (67%) beginning operations during the calendar year and submitting claims to 
CMS for less than a full year. 

By the end of CY 2005, there were thirty-five (35) centers operating: fifteen (15) of those 
centers began operations during that year. Forty-three percent (43%) of all operational 
CyberKnife centers submitted claims for less than a full calendar year. 

Thus, although CMS looked at data from the years 2004 and 2005, they do not have 
claims data of two years' duration. 



2. Further, the CyberKnife Coalition's analysis of the CY 2004 Identifiable Data Set 
Hospital OPPS file raises serious questions about the reliability of the claims as reported. 

The basis for determining the proposed APC rate for CY 2007 for image-guided robotic 
stereotactic radiosurgery was a review of claims data for GO339 and G0340. Of the 486 
claims analyzed for 2004, 15 % of the claims came from centers using the GO339 code 
which did not have an image-guided robotic stereotactic radiosurgery system. As a 
result, inclusion of their data in the calculation of the appropriate APC results in a lower 
median cost. The average cost, as indicated in the Identifiable Data Set Hospital OPPS 
file for CY 2004 for true image-guided robotic stereotactic centers (CyberKnife) is 
reported at $6,203.27 per unit. For non-CyberKnife centers, the average cost is 
$3,479.65. The range in costs and charges is not surprising since the code has been used 
by centers that do not provide image-guided robotic stereotactic radiosurgery services. 

3. In addition, the 2004 Identifiable Data Set Hospital OPPS file does not include data for 
several of the most productive CyberKnife centers in the country which are also in large 
uhan areas: Georgetown University Hospital had the 2nd highest procedure volume in 
the United States; Sinai Hospital in Baltimore, 6th highest procedure volume in the United 
States, and Miami CyberKnife Center with the 7th highest procedure volume in the 
United States. Other smaller, less uhan centers are also not included. 

The total number of claims for both GO339 and GO340 in the CY 2004 Identifiable Data 
Set Hospital OPPS file is 1,311. The total CY 2004 Medicare claims for Georgetown 
University Hospital (an institution not included in the Identifiable Data Set Hospital 
OPPS file) was 282; Miami CyberKnife Center submitted 196 claims to Medicare in CY 
2004. Georgetown and Miami's clQims along with the other centers whose data was 
not included in the 2004 Identiwle Data Set Hospital OPPS file total, at a minimum, 
more than thirty-six percent (36%) of the total number of clQims that were included in 
the 2004 Identiwle Data Set Hospital OPPS file for GO339 curd G340 together. 

The CY 2004 Identifiable Data Set Hospital OPPS file clearly does not provide a sound basis for 
modifying the APC classification in light of the relatively low number of appropriate claims, the 
high number of centers contributing data for less than a full year for both CY 2004 and 2005, the 
number of claims not included in the Identifiable Data Set Hospital OPPS file that are 
nonetheless relevant when establishing median cost, and the extraordinary variation in costs 
caused by a mix of centers utilizing the GO339 and GO340 codes for all types of SRS procedures 
instead of exclusively for r-SRS procedures. 

Historical Precedent - Gamma Knife New Technolorn Codes 

We also note that CMS is proposing to assign the Gamma Knife to a higher APC, while . 
reclassifying image-guided robotic radiosurgery to a lower APC. CMS noted that it is a "mature 
technology [with] stable median costs" (CMS-1506-P, p 157). This would be an accurate 
reflection of the Gamma Knife, a technology in existence for 30 years with significant and 
mature data with which to establish an appropriate median cost. 



Since the clinical process-of-care, resources utilized and related costs involved in providing 
intra- and extracranial image-guided robotic stereotactic radiosurgery using CyberKnife are at 
least as great as, if not greater than, the clinical process-of-care, resources utilized and related 
costs involved in the provision of intmcranial radiosurgery using the Gamma Knife, the APC 
assignment should reflect a similar reimbursement. Gamma Knife was maintained in tempomy 
APC status for nearly 30 years while data was collected for review and determination of final 
rate setting. The proposed APC assignment for image-guided robotic radiosurgery for CY 2007 
is based on less than two full years of data as well as a small number of claims (a total of 486 
single billed claims for GO339 and 940 billed claims for GO340 for CY 2004). The CY 2005 
Identifiable Data Set Hospital OPPS file is not yet available to us for purchase and therefore has 
not been analyzed. However, we expect that these trends will be evident proportionally, and 
possibly exclude even more centers from the "common working file". 

CY 2004 and CY 2005 Data Variability Summaw 

In 2004,12 r-SRS centers were operating and 8 new centers started operation that that year. This 
was the first operational year for 67% of centers who had no established costs on which to set 
charges. 

# centers New centers 
operating treating % of centers 

Jan 1'' during year in first year 

Of the 25 centers reported in the 2004 Identifiable Data Set Hospital OPPS file using GO339 1 
GO340 - only 16 centers or 64% of those listed have dedicated image-guided robotic SRS 
equipment. The CY 2004 data is a mixture of data from all kinds of stereotactic radiosurgery 
procedures using various treatment modalities with vastly differing resource requirements. A 
clearer distinction among SRS codes through continued code descriptor refinement will help 
facilitate the collection of data for all types of SRS services and the eventual establishment of 
appropriate permanent rates for each, respectively. 

Further, the CY 2004 Identifiable Data Set Hospital OPPS file for code GO339 for example, 
consists of only 486 claims with cost data ranging from $3,479.65 (non-robotic SRS centers) to 
$6,203.27 (for image-guided r-SRS centers). 

We believe that this analysis establishes that the CY 2004 claims data available for image-guided 
robotic stereotactic radiosurgery do not currently provide a sound basis for modifying the APC 
classifications or the proposed CY 2007 payment rates for codes GO339 and GO340. 

It was our hope to have received the Coalition's analysis of the CY 2005 ldentifiable Data Set 
Hospital OPPS file, which was to be released at the beginning of September. It was, however, 
recalled by CMS. We regret that the comment period was not adjusted to allow interested parties 
to review this important data in the preparation of their comments. As we have indicated, 



however, we expect the same problems will be evident in the CY 2005 Identifiable Data Set 
Hospital OPPS file and we urge CMS to review the 2005 data with our comments in mind. 

Conclusion 

The purpose of new technology HCPCS codes is to allow for collection of a comprehensive, 
stable data set with which to effect an analysis of the charges and costs associated with the new 
technology. We understand that two years is the statutory minimum amount of time for which 
CMS must have data before moving a covered service from a new technology code to a clinical 
code. In the case of CyberKnife,the minimum is insufficient. An analysis of two years of data is 
not enough due to the large number of new centers submitting less than a full year of data for 
2004 and 2005 and the large number of centers with non-robotic equipment using the image- 
guided robotic stereotactic radiosurgery codes. Thus, while GO339 and GO340 are a vast 
improvement over the original SRS codes, they are still unclear and potentially misleading, 
resulting in a lower median cost as non-robotic SRS procedures are being billed using the image- 
guided robotic SRS codes. There is clear precedent for maintaining new technology codes well 
beyond the minimum two years. Gamma Knife, for example, was maintained in tempomy new 
technology codes for the first thirty years of its use. 

Image-guided robotic stereotactic radiosurgery is still developing, with the CyberKnife the only 
dedicated r-SRS system in use at this time. The majority of the centers are new, in full operation 
for one year or less. Thus the 2004 and 2005 Zdentiwle Data Set Hospital OPPSfiles result 
in an analysis of less than two full years of data. The data are not stable and do not accurately 
capture the resources used in r-SRS as is CMS's charge. We join the many stakeholders who 
urge you to look at external data in making your classification decisions. We have shared with 
you the analysis the CyberKnife Coalition undertook, which we believe demonstrates the 
insufficiency of the CY 2004 and 2005 CMS data relative to SRS codes. 

Recommendations 

b No changes should be made in the APCs or payment rates for GO339 (APC 1528) and GO340 
(APC 1525) for CY 2007. 

bCMS continue to work with CyberKnife centers to establish accurate and adequate 
reimbursement for image-guided robotic stereotactic radiosurgery (r-SRS). 

Sincerely, 

Cole A. Giller, M.D., Ph.D., FA.C. S. 
Medical Director 
Baylor Radiosurgery Center 
Baylor University Medical Center 
Dallas, Texas 75246 
(214) 820-4673 



Submitter : Dr. Herbert Ladley 

Organization : Cardiovascular Associates 

Category : Health Care ProviderIAssociation 

Issue AreaslComments 

GENERAL 

GENERAL 

See Attachment. 
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KINGSPORT BRISTOL ABINGDON NORTON 
The Heart Center Bristol Regional Medical Center TannerWhite Medical Bldg. 616 Park Avenue, NW 

2050 Meadowview Parkway One Medical Park Blvd., Ste. 458-W 273 White Street First Floor 

VA Kingsport, TN 37660 Bristol, TN 37620 Abingdon, VA 24210 Norton, VA 24273 
Phone 423.230.5000 or Phone 423.844.4975 or Phone 276.739.0067 

Cardiovascular 800.322.4124 866.741.6129 FAX 276.739.0069 
Associates. PC FAX 423.230.5010 FAX 423.844.4987 

October 9,2006 

Mark McClellan, M.D., Ph.D. 
Administrator 
Centers for Medicare and Medicaid Sewices 
Department of Health and Human Services 
Attention: CMS-1321-P 
P.O. Box 8015 
Baltimore, MD 2 1244-8015 

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 Cardiovascular Associates, P.C. we appreciate the opportunity to 
submit these comments to the Centers for Medicare & Medicaid Sewices ("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 sewices in outpatient cardiac centers, particularly those 
related to cardiac catheterizations. Specifically, we are concerned about the payment 
method proposed for cardiac catheterization related procedures. The Cardiovascular 
Outpatient Center Alliance ("COCAw), of which we are a member, will address the CMS 
proposal to require standards for Independent Diagnostic Testing Facilities ("IDTFs"). 
Our concerns related to the payment method are outlined below. 

Pavment Method 

Under the proposed rule CMS states that the payment for cardiac catheterization 
related procedures (e.g. CPT code 935 10 TC, 93553 TC and 93555 TC) will be 
established by the Medicare carriers. 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 sewices on a national 
fee schedule methodology. We are also concerned that if carrier pricing were to be 
implemented, the carriers would look to the values in the June 29,2006 Notice that 

Brian A. Armstrong, MD, FACC Mark A. Borsch, MD, FACC Gregory K. Jones, MD, FACC D. Christopher Metzger, MD, FACC 
Eduardo Balcells, MD, FACC, FSCAl Thomas M. Bulle, MD, FACC Anilkumar R. Joshi, MD, FACC Cary H. Meyers, MD, FACC, FACS 
David C. Beckner, MD, FACC Larry H. Cox, MD, FACC Sitaram G. Kadekar, MD, FACC Richard E. Michalik, MD, FACC 
John F. Berry, MD, FACC Stanley A. Gall, Jr., MD, FACS Christopher J. Kennedy, MD, FACC Gregory H. Miller, MD, FACC 
John R. Bertuso, MD, FACC Anthony W. Haney, MD R. Keith Kramer, MD, FACC Daniel M. O'Roark, DO, FACC 
Gerald G. Blackwell, MD, FACC Clair S. Hixson, MD, FACC Herbert D. Ladley, MD, FACC, FSCAl Arun Rao, MD, FACC 
Michael D. Boggan, MD Pierre Istfan. MD, FACC James J. Merrill, MD, FACC Harrison D. Turner, MD, FACC 

Safiaz A. Zaidi, MD, PhD, FRCPl 



addressed the changes to the methodology for the development of practice expense (PE) 
relative value units (RVUs). Therefore, we request that CMS give serious consideration 
to addressing the flaws in the proposed changes to the bottom up "PE" methodology for 
procedures where the technical component (TC) can be billed separately. We know that 
developing an adequate solution will take time and, therefore, request that CMS set the 
2007 relative value units for the three codes listed based on the 2006 values. 

We urge CMS to use the current relative value units as the basis for determining 
reimbursement for these procedures rather than relying on the Medicare carriers to price 
these services. By doing so, 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. COCA sponsored a study to estimate the costs of 
performing a cardiac catheterization ( C R  Code 935 10 TC) in an outpatient center. The 
study results demonstrated that the 2006 Part B physician fee schedule payment 
approximates the average cost of providing these services. As a result, we do not believe 
that a new pricing methodology is necessary. 

The current relative value units result in a payment rate that is in relative parity 
with the payment amount hospitals receive under the hospital outpatient prospective 
payment system. In fact, the 2006 physician fee schedule payments for the three CFT 
codes included in the Ambulatory Procedure Classification ("APC") for cardiac 
catheterizations are 93 percent of the relevant APC rate. 

In our response to CMS' Proposed Changes to the Practice Expense Methodology 
(Federal Register, June 29,2006) we outlined our concerns 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 ( C R  code 
935 10 TC) reduce payment levels in 2007 by 16 percent, and by 2010 make overall 
reductions of 53 percent. The flaws in the methodology, particularly as they relate to the 
cardiac catheterization procedure codes were described in general in our comment letter 
of August 18,2006, and more specifically in the August 22,2006 comment letter 
submitted by COCA. 

Cardiac catheterizations that are billed through the Medicare physician fee 
schedule are performed primarily in cardiology groups and freestanding centers which 
are grouped into a diverse group of diagnostic testing facilities known as IDTFs. 

We believe that the development of unique standards for each type of diagnostic 
testing facilities will facilitate the development of a consistent Medicare policy for 
outpatient cardiac catheterization services. The standards 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's observation that these types of IDTFs are 
different, we believe that cardiac catheterization centers 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. The COCA cost study shows 
that the cost profile of outpatient cardiac centers is quite different from the average 
profile of all IDTFs. 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. 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. 

In summary, we have grave concerns 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, therefore, request that the 2006 rates 
be frozen 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 also note that carrier-based pricing has 
the potential to create disparities in beneficiary co-payment liability. 

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 perfom these procedures on an 
outpatient basis. 

Sincerely, 

Herbert D. Ladley, MD, FACC, FSCAI 
President 
































































































































































































































































