




































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































Kajiv ICwatra, M.D. 
Mohs Surgery. Derm3tologic Surgory 
Fellowship Trained. Board Certified 

The Honorable Herbert Kuhn 
Acting Administrator 
Center for Medicare and Medicaid Services 
Department of Health and Human Services 
Washington, D.C. 20201 

Re: CMS 1385-P: 2008 Medicare fee schedule 
Coding-Multiple Procedure Payment Reduction for Mohs Surgery 

Dear Acting Administrator Kuhn - 

I am writing this letter to express my deep my concern regarding the proposed removal 
of the Mohs Surgery codes from the MPPR exemption list. I believe this proposed rule 
change, if allowed to go into affect, will adversely affect the healthcare of U.S. citizens 
while increasing costs at the same time. I am a Mohs surgeon (Skin Cancer Specialist) 
and as this will have a very negative impact primarily for my patients I am hoping you 
can prevent this. 

Here in Arizona we have the second highest rate of skin cancer in the world second only 
to Australia. Mohs micrographic surgery is the gold standard (cure rate of 98-99%) 
among treatments for skin cancer. As a brief review, these are steps involved in the 
process to treat each skin cancer. The Mohs surgeon removes the obvious skin cancer 
and the tissue is processed in the lab that is at the office. After it is processed in the lab, 
the Mohs surgeon examines 100% of the cancer margin. If there is any cancer left, it is 
carefully mapped and more tissue is removed only where there is still cancer present. 
This process is repeated until all the cancer has been removed. Once the removal is 
complete, the area is reconstructed (stitched) or allowed to heal naturally. There is very 
little overlap between any of the procedures we perform on a single patient. If 1 treat two 
skin cancers, it only requires a little extra time if these are located on two different 
patients. If they are located on the same patient, some time is saved in checking in and 
checking out the patient but the work required to remove each cancer is more or less the 
same. Each has to be evaluated and removed in the manner that is best suited for 
which type of skin cancer it is and where it is located. The Pathology portion of the 
process has absolutely no overlap at all as each has to be processed and evaluated 
indeperldently. I allow a very high percentage of areas to heal by secondary intention 
(heal naturally) because that is the best option for the patient. It also happens l o  be 
extremely cost effective. If a reconstruction is performed, it requires the evaluation of 
the defect as to which way is best, discussing this with the patient., prepping the site for 
reconstructive surgery, and the setting up of a whole new sterile surgery tray. Frankly, if I 
referred the patient out to a plastic surgeon for the reconstruction, it would require 
roughly the same time for them to do all this for the reconstruction. 'There would be 
some additional time required to check the patient in and out. However, it would cost at 
least 3 to 4 times as much as plastic surgeons usually do their reconstructions in the 
outpatient OR while we do it in the office. The Outpatient OR is a costly environment 

Yapago Medical Park 133 1 North 7th Street a Suitc 290 Phocnix. Arizona XSOOG 
Telephone: 602.230.6744 Fax: 602.230.6746 



Rajiv Kwatra, El-TI. 
Mohs Surgcry, Dcnnatologir Sli rgcry 
Fellowship Trained, Board Certified 

just by the nature of it. There is a plastic surgeon, an anesthesiologist, and the facility 
which all will submit their claim. 

This rule change will result in many patients having their skin cancers treated one at a 
tlme as the reduction will make it prohibitive to treat multiple sites on a single patient. 
More patients will be referred to plastic surgeons for reconstruction as the reduction will 
make this prohibitive to do in the office in many patients. 

This rule change does not make any sense to me. There is little work overlap in treating 
each skin cancer or reconstructing a site after the skin cancer is removed. It will 
inevitably result in unintended increased costs to the healthcare system. Worst of all, it 
will have the greatest adverse impact on patients who are the most vulnerable in 
society-seniors with multiple skin cancers.with transportation difficulties and transplant 
patients with multiple aggressive skin cancers. 

The exemption of the Mohs codes from the MSRR has been maintained by CMS since 
1992 and was not questioned during the CMS mandated five-year review of the Mohs 
codes undertaken last fall or during presentation of the new Mohs codes to the AMA 
Relative Value Update Committee (RUC) in October, 2006. Nothing has changed since 
1991. 

I would ask you to please consider this in your decision making. What you decide will 
have a tremendous impact on the care of many people. I realize that we live in a time 
where reducing healthcare costs is critical. However, Mohs Surgery is part of the 
solution, not the problem. Not only is the cure rate higher with Mohs surgery, It cost 
approximately 70-75% less to treat a skin cancer at a Mohs Surgeon's office than it does 
if the patient is treated by a physician in the outpatient OR. Leaving apart the fact that 
the proposed rule change conflicts with the well known requirements for exemption, this 
change if allowed to occur will result in decreased quality of care while increasing the 
costs at the same time. No matter how one looks at it, this proposed change to the 
application of the Multiple Procedure Rule to Mohs Surgery should be rejected. I hope 
you will find my letter to be clearly reasoned and of some assistance as you make your 
decision. We will all of course respect whatever decision you make, but I felt the need to 
share my thoughts with you as I feel very strongly about this issue. Thank you for taking 
time to consider my concerns. 

Sincerely, 

Rajiv Kwatra M.D. 

Papago Mcclical Park a 133 1 North 7th. Street * S u i ~ c  290 Phocnix, Arizona 85006 
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Dcar Sirs: 

I an1 writi~ig iis \he referral-basccl Mohs surgenil performing numcrous impor~anl skin 
cancer surgeries on Medicarc bcne licillrics daily. '['his tissue-sparing procedure lends 
To h i g h  cure rates with smaller wounds resulting in less expense ultin~ately to 
Medicuc and lcss morbidi~y LO the paticnl lhan standard surgery. 

The pmposed inclusion ofrhe Mohs surgical codes ( 1  7,000 CPT codcs) will rcsull in 
our inability to ol'lir this valuablc scrvicc. io rnony suc11 paticnts because i t  will bc 
reirnbnl-sed bclvw our cost to dcliver \he services. 

Pleclsc reconsider including ihe Mohs mirgical codcs in the multiple procedure 
payincni reduction ~nodilirr.; us it will orlly increase rlie cost of carc to your 
hcneticiaries and increase tl-~e ~norbidi~y ofdelivcring that cue.  
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August 29,2007 

Mr. Herb Kuhn 
Acting Deputy Administrator 
Centers for Medicare and Medicaid Services 
200 Independence Ave. SW, Room 3 14G 
Washington, DC 2020 1 

RE: CMS-1385-P: CODING - ADDITIONAL CODES FROM FIVE-YEAR REVIEW 

Dear Mr. Kuhn: 

We want to express our appreciation to CMS for the opportunity provided on August 20, 
2007, when representatives from Pediatrix Medical Group and the Department of 
Pediatrics of the University of Miami met with CMS staff to discuss the proposal to 
bundle services currently covered by CPT Code 93325 (Color Flow Doppler 
Echocardiography) into 15 other echocardiography codes. This proposal, should it be 
implemented as drafted, will have a significant negative impact on the practice of 
medicine by all pediatric cardiologists regardless of practice setting or affiliation. We are 
grateful to CMS for the opportunity provided to personally address the concerns shared 
by the entire pediatric cardiology community regarding this proposal. 

At the close of the meeting with CMS staff, we were specifically invited to outline our 
concerns in writing and further, to outline proposed solutions that will aid in the 
mitigation andlor resolution of our concems. We have attached a copy of our initial 
correspondence to CMS, dated August 1,2007, which provides our specific concerns as 
discussed with CMS staff. Please allow today's correspondence to serve as a further 
statement of our concems and as a proposal for solutions to this issue. 

In developing our recommendations to CMS staff regarding this issue, we considered the 
extensive efforts by CMS, the interested sub-specialty societies and the CPT Editorial 
Panel to address an issue specifically associated with utilization of the CPT code 
combination of 93307,93320 and 93325 for transthoracic echocardiography services 
provided to adult patients. We do not believe CMS staff intended the extension of the 
bundling recommendation that was a result of this process to have the significant adverse 
impact on the pediatric cardiology community and its patients that will result should the 
current proposal be implemented. 

With this in mind, our recommendations are twofold: (1) Support pediatric cardiology in 
working through the CPT Editorial Panel for the development of needed new or revised 
CPT codes for pediatric echocardiography services and (2) Accept the recommendation 
of the CPT Editorial Panel as the appropriate solution for addressing the issue associated 
with the to-be-bundled transthoracic echocardiography codes. 

1301 Concord Terrace, Sunrise, FL 33323-2825 
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Recommendation No. 1 : Support pediatric cardiolom in work in^ through the 
CPT Editorial Panel for the development of needed new or revised codes for 
pediatric echocardiomaphv services. 

In addition to the significant concern within the pediatric cardiology community, 
it is important to note the strong written objections provided to CMS by the 
American Academy of Pediatrics and American College of Cardiology to the 
bundling of CPT Code 93325 as proposed by CMS. When these services are 
provided in a pediatric population, consideration must be given to the fact that 
there are no codes that capture the important differences in the work, practice 
expense and malpractice risk associated with neonates, infants and children and 
the associated clinical conditions that require additional time, professional 
expertise and skill. 

In addition to the existing codes for patients with congenital heart disease, we 
believe that new codes should be developed that take these important factors into 
consideration. Additionally we propose that the codes for congenital heart disease 
be expanded to include transesophagael and fetal studies in patients with 
congenital heart disease. Therefore, we will be meeting with the AAP and ACC 
representatives to discuss new CPT codes that take into consideration patient age, 
congenitahon-congenital status, and other clinical conditions. 

While we understand the role CMS plays in the development of new CPT codes 
to be primarily one of validation and not formulation, we also feel it is important 
for CMS to understand our proposed route for bringing the echocardiography 
codes up to date in light of the significant differences that exist between care 
provided to the pediatric and adult populations. 

Recommendation No. 2: Accept the recommendations of the CPT Editorial Panel 
and the administrative process currently in progress to address CMS concerns 
regarding utilization of 93307 with 93325. 

During our meeting with CMS, we expressed concern over the variation in 
administrative due process associated with CMS' greatly expanded proposal. The 
RUC is scheduled to review the new transthoracic echocardiography code and 
develop new R W s  for the combined services currently included within CPTs 
93307,93320 and 93325. It would be inappropriate for CMS to bundle CPT 
Code 93325 into other codes without securing detailed input on clinical practices 
from the specialty societies and affected physicians. Thus, we recommend that 
CMS not implement its current proposal and wait to review the results of the 
RUC's consideration of the bundling of CPT Code 93325 with CPT Codes 93307 
and 93320. Care should be taken to ensure that pediatric cardiologists are 
included in the RUC survey. If they are not included, then any pediatric 
cardiology application of a new code would, in our opinion, be incorrectly valued. 



In summary, we believe the above recommendations address the concerns of CMS staff 
regarding utilization of the CPT code combination of 93307,93320 and 93325 while at 
the same time preventing unnecessary h a m  to the pediatric cardiology community and its 
patients' ability to access care. Further, the steps recommended are consistent with the 
longstanding and effective process for changes to CPT coding and the valuation of 
services provided. 

We respectfully ask you to defer any decision on the current 93325 bundling provision 
contained in the proposed rule to allow for the development of needed coding revisions in 
pediatric cardiology that accurately reflect the nature of the additional physician work 
involved in providing this important service to the pediatric population. . 

We greatly appreciate your attention to this matter and remain available to you to W e r  
discuss these issues. 

Sincerely, 

2J-- 
Frank M. Galioto, Jr., M.D., FAAP, FACC 
Medical Director 
Child Cardiology Associates 
Fairfax, Virginia 
(703) 876-84 10 

Steven E. Lipshultz, M.D., PAAP, FAHA 
Professor a d  Chairman, Department of Pediatrics 
University of Miami Miller School of Medicine 
Miami, Florida 
(305) 243-3993 

V 
Jack Christensen, M.D., M.B.A. 
Vice President of Medical Coding 
Pediatrix Medical Group 
Sunrise, Florida 
(954) 384-01 75 

cc: 
Terry Kay, Acting Director of the Hospital and Ambulatory Policy Group 
Don Thompson, Deputy Director of the Hospital and Ambulatory Policy Group 
Amy Bassano, Director of the Division of Practitioner Services 
Edith Hambrick, MD, Medical Officer 
Ken Simon, MD, Medical Officer 



MEDICAL GROUP 

August 1,2007 

Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-13 85-P 
P.O. Box 80 18 
Baltimore, MD 2 1244-80 18 

Re: CMS-1385-P: CODING - ADDITIONAL CODES FROM 5-YEAR REVIEW 

On behalf of Pediatrix Medical Group and its affiliated pediatric cardiology practices, we appreciate the 
opportunity to comment on CMS' proposed rule "Proposed Revisions to Payment Policies under the Physician 
Fee Schedule, and other Part B Payment Policies for CY 2008" [CMS-1385-PI. Our comments address the 
proposed coding change to bundle CPT 93325 (Color Flow Doppler Echocardiography) into codes 76825, 
76826, 76827, 76828, 93303, 93304, 93307, 93308, 93312, 93314, 93315, 93317, 93320, 93321, 93350, and 
focus on those aspects of direct concern to pediatric cardiologists and their patients: namely, the lack of 
administrative due process followed in this instance, the extremely negative impact this regulatory action would 
have on pediatric cardiology practices, and the potential impact on patient access to care. 

Pediatrix is a large national medical group of physicians and advanced nurse practitioners, including over 60 
pediatric cardiologists. We provide pediatric subspecialty services, including neonatology, maternal-fetal 
medicine, as well as cardiology and other services in 32 states and Puerto Rico. Our physicians and other 
practitioners care for premature and critically ill newborns, sick and injured children, and women with high-risk 
pregnancies. 

First, with regard to the administrative process, we believe it is important to note that the CPT Editorial Panel 
already recommended earlier this year that a new code be established that would combine 93325 with 93307 
and 93320, for implementation in 2009. The RUC is scheduled to evaluate the recommended relevant work and 
practice expense for this new code at its next upcoming meeting. Importantly, the CPT editorial panel did not 
recommend bundling 93325 with other echocardiography base codes, other than 93307. 

This new code is fully expected to address any outstanding issues relative to current Medicare utilization of 
93307, predominantly used in older populations. Furthermore, this new code has been developed after extensive 
research and involvement by appropriate national medical societies, the CPT Editorial Panel, and the RUC. 

However, as a result of this proposed rule to bundle 93325 into CPT codes other than those recommended by 
the RUCICPT Editorial Panel, the 93325 bundling issue now directly impacts a distinctly non-Medicare 
population - namely, pediatric cardiology practices. Further, because the proposed regulation runs contrary to 
the normal administrative process followed for such changes, specialty societies have not been able to evaluate 
the proposed change and its impact on pediatric cardiology and develop appropriate new Work and Practice 
Expense proposals for consideration by the RUC. 

Our second concern focuses on this issue: namely, the extremely adverse impact this proposal will have on 
pediatric cardiology. The surveys performed to set the work RVUs for almost all of the echo codes utilized 
specifically by pediatric cardiologsts and affected by this proposed change were performed more than 10 years 
ago. As a result, particularly with respect to 93325, the R W s  are reflective of a focus on the cost of the 
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technology and not the advances in care that have been developed as a result of the technology. Particularly 
among pediatric cardiologists, new surveys are needed which we believe would show that the work and risk 
components of the procedures that involve Doppler Color Flow Mapping have evolved to the point where the 
relative value of the procedures have shifted to a significantly greater work component and a lesser technology 
component. 

This shift is reflected in the development of national standards such as those present in the Intersocietal 
Commission for the Accreditation of Echocardiography Laboratories (ICAEL) initiative to develop and 
implement an echo lab accreditation process. The focus of this initiative is on 'process', meaning work 
performed, and not on the 'technology' associated with the provision of echocardiography services. This 
echocardiography accreditation initiative will be mandated by many payors within the next year. 

In 1997 there were specific echocardiography codes implemented in CPT for congenital cardiac anomalies to 
complement the existing CPT codes for echocardiography for non congenital heart disease. "The codes were 
developed by the CPT Editorial Panel in response to the American Academy of Pediatrics and the American 
College of Cardiology's request to delineate more distinctively the different services involved in assessing and 
performing echocardiography on infants and young children with congenital cardiac anomalies." (CPT 
Assistant 199 7). 

Consistent with this, we are concerned with proposals that place adult and pediatric patients in the same 
grouping, as it pertains to evaluation of the work associated with providing care to these significantly different 
patient populations. Because the adult cardiology population is much larger than the pediatric population, the 
RVUs for procedures that are common to both are established exclusively using adult patients as the basis. The 
Work and Practice Expense associated with providing care to pediatric patients is not considered. The 
inaccuracies that result from this approach can be linked to anatomical differences between pediatric and adult 
patients (size, development, etc. - see references from the CPT Assistant below) as well as the basic issue of 
getting a child to be still while performing complex imaging procedures. Examples follow: 

CPT Code 93325 describes Doppler color flow velocity mapping. This service is typically performed in 
coniunction with another echocardiography imaging study to define structural and dynamic abnormalities as a 
clue to flow aberrations and to provide internal anatomic landmarks necessary for positioning the Doppler 
cursor to record cardiovascular blood flow velocities. 

Pediatric echocardiography is unique in that it is frequently necessary to use Doppler flow velocity mapping 
(93325) for diagnostic purposes and it forms the basis for subsequent clinical management decisions. CPT 
Assistant in 1997 references the uniqueness of the 93325 for the pediatric population stating that Doppler color 
flow velocity is " ... even more critical in the neonatal period when rapid changes in pressure in the pulmonary 
circuit can cause significant blood flow changes, reversals of fetal shunts and delayed adaptation to neonatal 
life." It should also be recognized that Doppler flow velocity mapping is an essential medical service being 
provided to patients with congenital and non-congenital heart disease in the pediatric population. 

The following vignettes will illustrate the importance of the Doppler color flow velocity mapping (93325) 
remaining as a separate and distinct medical service and as an add-on code (+)for pediatric echocardiography 
services. These are just a few examples of the many complex anatomic and physiologic issues that we as 
pediatric cardiologists face on a daily basis when performing echocardiograms on infants, children, and adults 
with complex congenital or non-congenital heart disease. These are not unusual cases for us. 
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Vignette 1 (uuoted from CPT Assistant !997) (example of Congenital Heart Disease) 

"A three-day-old neonate with transposition of the great vessels was initially treated with an atrial septostomy 
with a planned arterial switch procedure at seven days. On the third day post Raskind balloon septostomy 
increasing cyanosis is seen with saturation dropping to the low 70s. A repeat transthoracic echocardiography 
(93304) with color flow Doppler study is performed (colorflow Doppler is coded in addition as a 93325). The 
physician reviews the echocardiographic images and prepares a report. The echocardiogram shows a closed 
patent ductus arteriosus and a small atrial septa1 defect. The child is returned to the cath-lab for a repeat 
septostomy and prostaglandin is restarted." 

Vignette I1 (examvle of non-congenital heart disease) 

A two-month-old infant is referred by the pediatrician to a pediatric cardiologist for a persistent murmur in an 
otherwise healthy infant. The pediatric cardiologist is concerned about a patent ductus arteriosus as a possible 
diagnosis. A ductus arteriosus, connecting the pulmonary artery and the aorta, is an essential structure during 
fetal life. Normally, the ductus arteriosus closes in the first few days after birth in healthy term infants. A 
persistent ductus arteriosus can give rise to long-term complications and needs to be followed carefully to 
evaluate if further intervention is needed (medical vs. surgical). Echocardiography permits an accurate 
diagnosis of a patent ductus arteriosus with assessment of both the hemodynamic impact if there is a shunt. 
Estimated pulmonary artery pressure is obtained by Doppler imaging and can exclude other associated defects 
also. Color flow Doppler will be able to outline the flow of a patent ductus arteriosus from the aorta to the 
pulmonary artery. Color flow Doppler in this baby revealed no cardiac defects or patent ductus arteriosus and 
the murmur was determined to be innocent. 

Vignette I11 (example of congenital heart disease) 

An eight year-old child (or a 23-year-old young adult), with complex cyanotic congenital heart disease 
(functional single ventricle) is post-op completion of a fenestrated Fontan procedure several years ago. He has 
had a progressive decrease in saturations over the last year. There are several possible explanations and the 
pediatric cardiologist performs an echocardiogram to help determine the etiology. Color flow Doppler (93325) 
is essential to help elucidate the postoperative anatomy and blood flow patterns, but the process is complex and 
time-consuming involving assessment of the surgically constructed lateral tunnel or extracardiac conduit 
searching for a residual fenestration shunt or obstruction to flow, assessment of flow patterns through the 
previously surgically constructed Glenn anastomsis between the superior vena cava and pulmonary artery, 
assessment for obstruction to flow through the bulboventricular foramen, assessment for significant AV valve 
or semilunar valve insufficiency, and assessment for collateral vessels directing venous (desaturated blood) into 
the heart that may have developed over time. Any or all of these findings will then help dictate the next step in 
the care of this patient. 

Last, we are concerned that this change would adversely impact access to care for pediatric cardiology patients. 
Since this proposal will ultimately be reflected in Medicaid payment rates, it effectively reduces reimbursement 
for pediatric cardiology services. The effect of this change on pediatric cardiology programs throughout the 
country will likely be an increase in the need for subsidies from already resource-challenged children's 
hospitals and academic programs, or a significant increase in Medicaid reimbursement for the proposed bundled 
services, in order for pediatric cardiology patients to have the same access to care and resources that they do 
today. 
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On behalf of Pediatrix Medical Group and its 60+ cardiologists, we respectfully urge CMS to withdraw the 
proposed change with respect to bundling 93325 with other pediatric cardiology echocardiography codes until 
such time as an appropriate review of all related issues can be completely analyzed. Once this review is 
completed an appropriate solution can be developed. 

Thank you for your consideration of this serious matter. 

Sincerely, 

Reginald Washington, M.D., FAAP, FACC, FAHA 
Rocky Mountain Pediatric Cardiology 
Denver, Colorado 
(303) 860-9933 

Frank M. Galioto, Jr., M.D., FAAP, FACC 
Child Cardiology Associates 
Fairfax, Virginia 
(703) 876-84 10 

John McCloskey, M.D., FAAP, FACC 
Northwest Children's Heart Care 
Tacoma, Washington 
(253) 396-4868 

Ken Shaffer, M.D., FAAP, FACC 
Children's Cardiology Associates 
Austin, Texas 
(512) 454-1110 
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August 27,2007 

The Honorable Herbert Kuhn 
Acting Admir~istrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Washington, DC 20201 

Dear Acting Administrator Kuhn: 

I appreciate this opportunity to offer comment on Section ll.E.2 (P-122) of the 2008 
Medicare Fee Schedule Proposed Rule. I wish to comment on the proposed rule 
regarding the explicit withdrawal of the Multiple Procedure Reduction Rule (MPRR) 
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August 27,2007 

The Honorable Herbert Kuhn 
Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Washington, DC 20201 

Dear Acting Administrator Kuhn: 

I appreciate this opportunrty to offer comment on Section ll.E.2 (P-122) of the 2008 
Medicare Fee Schedule Proposed Rule. t wish to comment on the proposed rule 
regarding the explicit withdrawal of the Muttiple Procedure Reduction Rule (MPRR) 
exemption for Mohs surgical procedures as this will have a significant negative impact 
on the heatthcare of U.S. citizens and potentially add unnecessary cost to the delivery 
of healthcare in this country. 

As you are probably aware, over a million Americans per year are diagnosed with skin 
cancer, and over the last ten years the rate of new skin cancer diagnoses is growing by 
what many would call epidemic proportions, Mohs micrographic surgery is a common 
way of treating some of these cancers and is considered the gold standard among 
treatments for skin cancer, allowing the physician to examine 100% of the cancer 
margin to insure complete removal of the cancer with loss of as little normal skin as 
possible. It also provides the patient with the highest cure rate of any treatment for skin 
cancer. Mohs surgery is an outpatient procedure that utilizes onsite laboratory analysis 
of excised tissue while the patient waits for the results. 

This proposed change will negatively impact the care of our patients and could add 
significant cost to an already stressed heattheare budget. This planned change is a 
departure from a longstanding exemption agreed to by CMS and virtually all private 
insurance carriers since 1991. The change proposed would eliminate the exemption 
and decrease reimbursement by 50% for either the Mohs excision or for the associated 
repair, and for Mohs excision of any additional cancers treated on the same day; such a 
decrease in reimbursement would not c o w  the cost of prpviding the semice and 
possibly lead to the collapse of our institution's ability to prwide the most effective care 
for our skin cancer patients. 

If this proposed charge is enacted, we will no longer be able to provide the same kind 
of high-quality. cost+ffective services for our patients in need. I predict that skin cancer 
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surgeons will be forced to change the way they deliver care in order to cover their costs 
of providing this senrice. 

The Final Rule that CMS agreed upon in the 1992 Medicare Fee Schedule that Mohs 
Surgery for skin cancer removal and subsequent reconstruction of the resultant defect 
involve. "a series of surgeries which, while done on the same day, are done at different 
operative sessions and are clearly separate procedures.. .They will be paid separately 
with no muttiple surgery reductions." This is still correct and holds true today. Mohs 
surgery is not simply an excision of a skin cancer. Rather it is composed of several 
processes including: 1 removal of the tumor by the surgeon 2. precise niapping of the 
removed tissue performed by the Mohs surgeon to accurately trace the roots of the 
tumor, 3. processing of microscope slides of the removed tissue performed by a Mohs 
histo-technologist in an on-site Mohs Laboratory and 4. the reading of the microscope 
slides by the Mohs surgeon and mapping of the tumor roots. Mohs surgeon serves the 
role of surgeon by removing the cancer and the role of pathologist. In this way, Mohs 
surgery is unique in that it indudes the two components of surgery and pathology, both 
of which are entirely performed by the Mohs surgeon, with the pathology component 
comprising half of the service. By its very nature, the entire procedure of Mohs 
surgery (including the processing and interpretation of histology slides) must be 
completed before any consideration is given to the excision of additional tissue or repair 
of the resulting defect. RUC acknowledge that the intra-service work for 1731 1 to be 
80% for the total physician work of the procedure including surgery and pathology. 
When Mohs surgery is performed on two different sites (No different cancers) for a 
patient on the same date there is no overlap in work, as each requires the components 
of excision and tissue processing! interpretation. There is no separate pathology fee - 
thus part of the Mohs fee must also cover the costs to run the on-site laboratory. The 
proposed reduction would not cover such costs. 

Once the tumor is fully extirpated, the patient is left with a skin defect that typically 
requires reconstruction. When this is pelformed on the same day as Mohs Surgery, 
there again is no overlap. There is an onsite waiting period (often one hour or more) 
required during Mohs for the pathology component of the procedure. If a repair is 
required, the patient must return to the operating room, be repositioned, re- 
anesthetized, and reprepped before the separate reconstruction can begin. New 
instrumentation is used for the repair and thus there is zero overlap of work, practice 
expense, labor time, medical supplies or medical equipment between the Mohs 
procedure and a repair procedure. They are separate procedures. Thus it is 
inappropriate to subject 1731 1 and 1731 3 to the multiple procedure reduction rules for 
repairs performed on the same day as Mohs surgery or for Mohs excisions performed 
on a patient's different skin cancers performed on the same day. 

As nearly 10% of skin cancer patients present with more than one skin cancer on the 
day of surgery, this proposed rule would negatively affect Medicare patients' access to 
timely and quality care- Application of the proposed rule to a second tumor treated on 
the same day will mean that the reimbursement for the second procedure does not 
cover the cost of providing the senrice. This will most affect the Medicare population as 
the incidence of skin caner peaks in this age group. It will also pose a significant risk to 
our immunosuppressed patients (organ transplant patients, patients undergoing 
chemotherapy, etc) who are not only at a higher risk of skin cancer but who are also at 
risk for metastases and possibly death from skin cancer. 



Aug 30 07 l l :19p 
p.4 

I am wncemed primarily about being able to continue to provide the most optimal, cost- 
effective care for my patients; if this unexpected change is allowed to take effect that will 
no longer be possible. I therefore, respecffully request reconsideration of the proposed 
rule. 

Respectfully, a 

Steven Jay Goulder, M.D., F.A.A.D. 
Chief, Dermatologic Surgery 
Director, Skin Cancer Program 
Loyola University Chicago 
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August 30,2007 

The Honorable Herbert Kuhn 
Acting Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Washington. DC 20201 FAX (202)690-6262 

Re: CMS 1385-P: 2008 Medicare Fee Schedule 
Coding - Multiple Procedure Payment Reduction for Mohs Surgery 

Dear Adminislrator Kuhn, 

I am deeply concerned about the proposed removal of the Mohs micrographic surgery codes from 
the MPRR exemption list scheduled to occur in January, 2008. 

Mohs surgery has a higher cure rate for skin cancer than any other procedure, and has made a 
huge impact on the well-being of my patients. It Is the single most effective procedure in treating 
skin cancer, but is also very labor-intensive for the physician, who acts as both surgeon and 
pathologist, It offers many advantages to patients: Besides having the highest cure rate 
compared to other types of excisions, it sacrifices minimal normal adjacent tissue, which often 
has significant functional and cosmetic impact for the patient. In addition, once the removal of the 
cancer is complete, the surgical defect can be repaired the same day, wh~ch is much more 
convenient for the patient than having to go to another doctor or return on a different day for 
reconstruction. 

If the proposed MPRR change goes into effect, there will be a very stong incentive to not repair 
the defect on the same day. Many patients will probably be referred to other surgeons who would 
repair the defect the same day, but are not Mohs-trained, and would perform a traditional excision 
with the associated higher recurrence rate. This would truly be a great step backwards i n  our 
treatment of skin cancer. 

As a fellowship-trained Mohs surgeon, my sole purpose is to eradicate skin cancers as efficiently 
as possible. If the MPRR change does occur, it will greatly hinder my ability to provide high- 
quality care to my patients. Over the country as a whole, I know that more patients would end up 
having traditional e~cisions and other obsolete treatments for skin cancer and suffer more 
recurrences, metastases, and even death (squarnous cell skin cancer is the third leading cause of 
death of organ transplant patients - one of the most important groups of patients requiring Mohs 
surgery for skin cancer). These substitute procedures would actually result in INCREASED 
COST due to the increased recurrence rates and use of operating rooms (where many surgeons 
perform traditional excisions and reconstructions such as flaps and grafts, in contrast to Mohs 
surgeons who primarily perform these procedures in the office) and general anesthesia (same 
reason), 

I would l~ke to add my voice to my 800 fellowship-trained colleagues, respectfully requesting that 
you re-examine this decis~on, and the impact it will have on all patients with skin cancer and our 
medical system. 

-- 
Paul H Bowman, M.0 
Member, Amer~can College of Mohs Surgery 
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FACSIMILE TRANSMITTAL FORM 

Date/Time: 8/31/2007, 4:17:27 PM 

Pages: 2 

Subject: 

To: Administrator Herbert Kuhn 

Fax Number: 12026906262 

From: {Sender's Name) 

From: Paul H. Bowman, MD PA 

FaxNumber: 813-977-3886 

Business Phone: 81 3-977-2040 

Company: Paul H. Bowman, MD PA 

NOTE: PLEASE CALL 813-977-2040 IF DOCUMENTS ARE INCOMPLETE 

OR NOT LEGIBLE. 

The information contained in the facsimile message may be confidential andlor legally 
privileged information intended only for the use of the individual or entity named above. 
If the reader of this message is not the intended recipient, you are hereby notified that 
any copying, dissemination, or distribution of confidential or privileged information is 
strictly prohibited. 

If you have received this communication in error, please notify us immediately by 
telephone and we will arrange for return of the documents. 



Lawrence-Douglas County Fire Medical 
191 1 Stewart Ave 

Lawrence, KS 66046 
Office 785-830-7000 

Fax 785-830-7090 
lawrencefirerned.org 

August 24, 2007 

Leslie Norwal k, Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health & Human Services 
Attention: CMS-1385-P 
P.O. Box 8012 
Baltimore, Maryland 21244-8012 

Re: CMS-1385-P; Medicare Program; Proposed Revisions to Payment Policies Under the 
Physician Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed 
Revisions to the Payment Policies of Ambulance Sewices Under the Ambulance Fee 
Schedule for CY 2008. 

Dear Ms. Norwalk: 

Our organization provides emergency arr~bulance services to the communities which we 
serve. The proposed rule would have a severely negative direct inipact on our operation 
and the high quality health care we provide to Medicare beneficiaries. I n  addition, we 
believe this proposed rule will inappropriately provide incentives to seek signatures from 
patients who are in need of medical care and under mental duress. Additionally, this 
proposed rule would have a negative impact on wait times in the emergency room 
impacting our operations and the operations of emergency rooms throughout the 
country. We therefore urgently submit comments on ills of the proposed rule. 

I n  summary, here are the points we would like you to consider: 

Beneficiaries under duress should not be required to sign anything; 

Exceptions where beneficiary is unable to sign already exist and should not be 
made more stringent for EMS; 

Authorization process is no longer relevant (no more paper claims, assignment 
now mandatory, HIPAA authorizes disclosures); 

Signature authorizations requirement should be waived for emergency 
encounters. 

We understand that the proposed rule was inspired by the intention to relieve the 
administrative burden for EMS providers. However, the "relief" being proposed by CMS 
would have the unintended effect of increasing the administrative and compliance 
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burden on ambulance services and the hospitals and would result in shifting the 
payment burden to the patient if they fail to comply with the signature requirements at 
the time of incident. Accordingly, we urge CMS to abandon this approach and instead 
eliminate entirely the beneficiary signature requirement for emergency ambulance 
services. 

CURRENT REQUIREMENT 

When the beneficiary is physically or mentally incapable of signing, the industry has 
been following the requirements listed in the CMS Internet Only Manual, Pub. 100-02, 
Chapter 10, Section 20.1.2 and Pub. 100-04, Chapter 1, Section 50.1.6(A) (3) (c). 
These sections allow for a representative of the arr~bulance provider or hospital to sign 
on behalf of the beneficiary when the patient is unable to sign, document that the 
beneficiary was unable to sign, the reason and that no one could sign for the 
beneficiary. 

The proposed rule directly conflicts with the existing rule. It requires that the provider 
representative sign contemporaneously with the transport and seek an additional 
signature from the hospital in the event a patient is unable to sign. 

fi 
ANYTHING 

Emergency ambulance providers have no admission department and no registration 
desk. The same individuals responsible to providing medical care and transportation to 
the hospital are also responsible for fulfilling the administrative functions. All EMS 
encounters are emergency in nature and medically necessary ambulance transports in 
particular are stressful events on patients. 

CMS has recognized this modified its rule for obtaining Advance Beneficiary Notice and 
Acknowledgement of HIPAA Privacy Notices, creating exceptions that do not require 
ambulance crews to interrupt their care to seek a signature from a patient under their 
care. 

I n  fact, CMS has deemed that all emergency encounters put the patient under great 
duress. Under such duress, patients would sign anything in order to get the care they 
require. Therefore, any signature obtained in an emergency situation cannot be relied 
upon. 

Yet the proposed rule is so burdensome on ambulance crews that they will have every 
incentive to obtain a patients signature even though the patient is under mental duress. 
The very reason they need ambulance transportation often contraindicates the 
appropriateness of attempting to obtain a signature from the beneficiary. 

EXCEPTIONS WHERE BENEFICIARY I S  UNABLE TO SIGN ALREADY EXIST AND 
SHOULD NOT BE MADE MORE STRINGENT FOR EMS 

While the intent of the proposed exception is to give ambulance providers explicit relief 
from the beneficiary signature requirements where certain conditions are met, we note 
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that the proposed exception does not grant ambulance providers any greater flexibility 
than that currently offered by existing regulations. Specifically, 42 C.F.R. §424.36(b)(5) 
currently permits an ambulance provider to submit a claim signed by its own 
representative, when the beneficiary is physically or mentally incapable of signivg and 
no other authorized person is available or willing to sign on the beneficiary's behalf. The 
proposed exception essentially mirrors the existing requirements that the beneficiary is 
unable to sign and that no authorized person was available or willing to sign on their 
behalf, while adding additional documentation requirements. Therefore, we believe that 
the new exception for emergency ambulance services set forth in proposed 42 C.F.R. 
§424,36(b)(6) should be amended to include only subsection (i), i.e. that no authorized 
person is available or willing to sign on the beneficiary's behalf. 

It is important for CMS to realize that the first two requirements in the proposed sub- 
division (ii) are always met, as the ambulance crew will always complete a trip report 
that lists the condition of the beneficiary, the time and date of the transport and the 
destination where the beneficiary was transported. For this reason, we do not object to 
the requirement that an ambulance provider obtain documentation of the date, time and 
destination of the transport. Nor do we object to the requirement that this item be 
maintained for 4 years from the date of service. However, we do not see any reason to 
include these in the Regulation, as they are already required and standard practice. 

The Proposed Rule would add a requirement that an employee of the facility, i.e. 
hospital, sign a form at the time of transport, documenting the name of the patient and 
the time and date the patient was received by the facility. Our organization strongly 
objects to this new requirement as: 

Instead of alleviating the burden on arr~bulance providers and suppliers, an 
additional form would have to be signed by hospital personnel. 

Hospital personnel will often refuse to sign any forms when receiving a patient. 

I f  the hospital refuses to sign the form, it will be the beneficiary that will be 
responsible for the claim. 

The arr~bulance provider or supplier would in every situation now have the 
additional burden in trying to communicate to the beneficiary or their family, at a 
later date, that a signature form needs to be signed or the beneficiary will be 
responsible for the ambulance transportation. 

Every hospital already has the information on file that would be required by this 
Proposed Rule in their existing paperwork, e.g. in the Face Sheet, ER Admitting 
Record, etc. 

We also strongly object to the requirement that ambulance providers or suppliers obtain 
this statement from a representative of the receiving facility at the time of transport. 
Since the proposed rule makes no allowances for the inevitable situations where the 
ambulance provider makes a good faith effort to comply, but is ultimately unable to 
obtain the statement, we believe this requirement imposes an excessive compliance 
burden on ambulance providers and on the receiving hospitals. Consider what this rule 
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requires-the ambulance has just taken an emergency patient to the ER, often 
overcrowded with patients, and would have to ask the receiving hospital to take 
precious time away from patient care to sign or provide a form. Forms such as an 
admission record will become available at a later time, if CMS wants them for auditirrg 
purposes in addition to the trip transport that will already include date, time and 
receiving facility. 

PURPOSE OF BENEFICIARY SIGNATURE 

a. Assignment of Benefits --The first purpose of the beneficiary signature is to 
authorize the assignment of Medicare benefits to the health care provider or 
supplier. However, assignment of covered ambulance services has been 
mandatory since April 2002. Furthermore, 42 C.F.R. §424.55(c), adopted 
November 15, 2004 as part of the Final Rule on the Physician Fee Schedule (67 
Fed. Reg. 6236), eliminated the requirement that beneficiaries assign claims to 
the health care provider or supplier in those situations where payment can only 
be made on an assignment-related basis. Therefore, the beneficiary's signature 
is no longer required to effect an assignment of benefits to the ambulance 
provider or supplier. 

CMS recognized this in the Internet Only Manual via Transmittal 643, by adding 
Section 30.3.2 to Pub. 100-04, Chapter 1. As a result, the beneficiary signature 
is no longer needed to assign benefits of covered ambulance services. 

b. Authorization to Release Records - The second purpose of the beneficiary 
signature is to authorize the release of medical records to CMS and its 
contractors. However, the regulations implementing the HIPAA Privacy Rule, 
specifically 45 C.F.R. §164.506(c) (3), permit a covered entity (e.g. an 
ambulance provider or supplier) to use or disclose a patient's protected health 
information for the covered entity's payment purposes, without a patient's 
consent (i.e. his or her signature). Therefore, federal law already permits the 
disclosure of medical records to CMS or its contractors, regardless of whether or 
not the beneficiary's signature has been obtained. 

SIGNATURES NOT REOUIRED FOR ABN'S FOR EMERGENCY TRANSPORTS 

The Third Clarification of Medicare Policy regarding the Implementation of the 
Ambulance Fee Schedule states that Advanced Beneficiary Notifications only be issued 
for non-emergency transports. The ABN's which require beneficiary signature "may not 
be used when a beneficiary is under great duress" which would include emergency 
transports. Would not the requesting of a Medicare Beneficiary's signature for any other 
reason during an emergency transport be less duress? 
Signature Already on File 



Medicare Program Proposed Revisions 
Page 5 . 

Almost every covered ambulance transport is to or from a facility, i.e. a hospital or a 
skilled nursing facility. I n  the case of emergency ambulance transports, the ultimate 
destination will always be a hospital. These facilities typically obtain the beneficiary's 
signature at the time of admission, authorizing the release of medical records for their 
services or any related services. The term 'related services", when used by hospitals 
and SNFs, can mean more than only entities owned by or part of the facility. The term 
already includes physicians providing services at the facility. We believe that ambulance 
transport to a facility, for the purpose of receiving treatment or care at that facility, 
constitutes a "related service", since the ambulance transports the patient to or from 
that facility for treatment or admission. Therefore, we believe a valid signature will be 
on file with the facility. Additionally, for those transports provided to patients eligible for 
both Medicare and Medicaid, a valid signature is on file at the State Medicaid Office as a 
product of the beneficiary enrollment process. 

ELECTRONIC CLAIMS 

It is also important to note that, as a result of section 3 of the Administrative 
Simplification Compliance Act and the implementing regulations at 42 C.F.R. 5424.32, 
with very limited exceptions (e.g. providers or suppliers with less than 10 claims per 
month), ambulance suppliers must submit claims electronically. Thus, the beneficiary 
does not even sign a claim form. When submitting claims electronically, the choices for 
beneficiary signature are 'Y" or 'N". An 'N" response could result in a denial, from 
some Carriers. That would require appeals to show that, while the signature has not 
been obtained, an alternative is accepted. As a result, many Carriers allow a 'Y", even 
though the signature was not actually obtained, if one of the exceptions is met. 

While this may be a claims processing issue, since you are now looking at the 
regulation, this would be a good time to add language indicating that the signature 
requirement will be deemed to be met if one of the exceptions to the requirement 
exists. 

PROGRAM INTEGRrrY 

It is important for ClYS to realize that, for every transport of a Medicare beneficiary, the 
ambulance crew completes a trip report listing the condition of the patient, treatment, 
origin/destination, etc. AND the origin and destination facilities complete their own 
records documenting the patient was sent or arrived via ambulance, with the date. 
Thus, the issue of the beneficiary signature should not be a program integrity issue. 

Signature authorizations requirement should be waived for emergency encounters. 

CONCLUSION 

Based on the above comments, it is respectfully requested that CMS: 

Amend 42 C.F.R. $424.36 and/or Pub. 100-02, Chapter 10, Section 20.1.1 and 
Pub. 100-04, Chapter 1, Section 50.1.6 to state that "good cause for ambulance 
services is demonstrated where paragraph (b) has been met and the ambulance 
provider or supplier has documented that the beneficiary could not sign and no 
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one could sign for them OR the signature is on file at the facility to or from which 
the beneficiary is transported". 

Amend 42 C.F.R. 5424.36 to add an exception stating that ambulance providers 
and suppliers do not need to obtain the signature of the beneficiary as long as it 
is on file at the hospital or nursing home to or from where the beneficiary was 
transported. I n  the case of a dual eligible patient (Medicare and Medicaid), the 
exception should apply in connection to a signature being on ,file with the State 
Medicaid Office. 

Amend 42 C.F.R. §424.36(b) (5) to add "or ambulance provider or supplier" after 
"provider". 

I n  light of the foregoing, we urge CMS to forego creating a limited exception to the 
beneficiary signature requirement for emergency ambulance transports, especially as 
proposed, and instead eliminate the beneficiary signature requirement for ambulance 
services entirely if one of the exceptions listed above is met. 

Thar~k you for your consideration of these comments. 

Sincerely, 

Mark F. ~radford 
Chief 

Cc David Corliss, City Manager 



P.O. Box 1768, 3300 N e w  

August 30,2007 

Leslie Norwalk, Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health & Human Services 
Attention: CMS-1385-P 
P.O. Box 8012 
Baltimore, Maryland 2 1244-8012 

Re: CMS-1385-P; Medicare Program; Proposed Revisions to Payment Policies 
Under the Physician Fee Schedule, and Other Part B Payment Policies for CY 
2008; Proposed Revisions to the Payment Policies of Ambulance Services Under 
the Ambulance Fee Schedule for CY 2008; and the Proposed Elimination of the 
E-Prescribing Exemption for Computer-Generated Facsimile Transmissions. 

Dear Ms. Nonvalk: 

On behalf of Newport Beach Fire Department (NBFD), please accept our comments 
on the above mentioned proposed rule. NBFD provides 9- 1 - 1 emergency ambulance 
services to the City of Newport Beach. The proposed rule would have a direct impact 
on our operation and the high quality health care we provide to Medicare 
beneficiaries. We, therefore, greatly appreciate this opportunity for public comment. 

BENEFICIARY SIGNATURE 

NBFD commends CMS for recognizing that providers and suppliers of emergency 
ambulance transportation face significant hardships in seeking to comply with the 
beneficiary signature requirements. Ambulance services are atypical among Medicare 
covered services to the extent that, for a large percentage of encounters, the beneficiary 
is not in a condition to sign a claims authorization during the entire time the supplier is 
treating andlor transporting the beneficiary. Many beneficiaries are in physical distress, 
unconscious, or of diminished mental capacity due to age or illness. The very reason 
they need ambulance transportation often contraindicates the appropriateness of 
attempting to obtain a signature from the beneficiary. 

We believe strongly, however, that the relief being proposed by CMS would have the 
unintended effect of increasing the administrative and compliance burden on 
ambulance services and on the hospitals. Accordingly, we urge CMS to abandon this 
approach and instead eliminate entirely the beneficiary signature requirement for 
ambulance services. 



Current Requirement 

When the beneficiary is physically or mentally incapable of signing, the industry has 
been following the requirements listed in the CMS Internet Only Manual, Pub. 100-02, 
Chapter 10, Section 20.1.2 and Pub. 100-04, Chapter 1, Section 50.1.6(A)(3)(c). 
These sections require the ambulance provider or supplier to document that the 
beneficiary was unable to sign, the reason and that no one could sign for the 
beneficiary. 

Summary of New Exception Contained in Proposed Rule 

While the intent of the proposed exception is to give ambulance providers explicit 
relief from the beneficiary signature requirements where certain conditions are met, 
we note that the proposed exception does not grant ambulance providers any greater 
flexibility than that currently offered by existing regulations. Specifically, 42 C.F.R. 
§424.36(b)(5) currently permits an ambulance provider to submit a claim signed by its 
own representative, when the beneficiary is physically or mentally incapable of 
signing and no other authorized person is available or willing to sign on the 
beneficiary's behalf. If "provider" in this context was intended to mean a facility or 
entity that bills a Part A Intermediary, the language should be changed to also include 
"ambulance supplier". The proposed exception essentially mirrors the existing 
requirements that the beneficiary be unable to sign and that no authorized person was 
available or willing to sign on their behalf, while adding additional documentation 
requirements. Therefore, we believe that the new exception for emergency ambulance 
services set forth in proposed 42 C.F.R. §424.36(b)(6) should be amended to include 
only subsection (i), i.e. that no authorized person is available or willing to sign on the 
beneficiary's behalf. 

It is important for CMS to realize that the first two requirements in the proposed sub- 
division (ii) are always met, as the ambulance crew will always complete a trip report 
that lists the condition of the beneficiary, the time and date of the transport and the 
destination where the beneficiary was transported. For this reason, we do not object to 
the requirements that an ambulance provider obtain (I)  a contemporaneous statement 
by the ambulance employee or (2) documentation of the date, time and destination of 
the transport. Nor do we object to the requirement that these items be maintained for 4 
years from the date of service. However, we do not see any reason to include these in 
the Regulation, as they are already required and are standard practice. 

The Proposed Rule would add a requirement that an employee of the facility, i.e. 
hospital, sign a form at the time of transport, documenting the name of the patient and 



the time and date the patient was received by the facility. Our organization strongly 
objects to this new requirement as: 

Instead of alleviating the burden on ambulance providers and suppliers, an 
additional form would have to be signed by hospital personnel. 
Hospital personnel will often refuse to sign forms when receiving a 
patient. 
If the hospital refuses to sign the form, it will be the beneficiary that will be 
responsible for the claim. 
The ambulance provider or supplier would in every situation now have the 
additional burden of trying to communicate to the beneficiary or their 
family, at a later date, that a signature form needs to be signed or the 
beneficiary will be responsible for the ambulance transportation. 
Every hospital already has the information on file that would be required 
by this Proposed Rule in their existing paperwork, e.g. in the Face Sheet, 
ER Admitting Record, etc. 

We also strongly object to the requirement that ambulance providers or suppliers 
obtain this statement from a representative of the receiving facility at the time of 
transport. Since the proposed rule makes no allowances for the inevitable situations 
where the ambulance provider makes a good faith effort to comply, but is ultimately 
unable to obtain the statement, we believe this requirement imposes an excessive 
compliance burden on ambulance providers and on the receiving hospitals. Consider 
what this rule requires-the ambulance has just taken an emergency patient to the ER, 
often overcrowded with patients, and would have to ask the receiving hospital to take 
precious time away from patient care to sign or provide a form. Forms such as an 
admission record will become available at a later time, if CMS wants them for 
auditing purposes. 

Institute of Medicine Report on Hospital Emergency Department Overcrowding 

The Institute of Medicine Committee on the Future of Emergency Care recently 
released a report citing hospital emergency department overcrowding as one of the 
biggest issues in emergency health care. According to that report, demand on hospital 
emergency departments (EDs) increased by 26% between 1993 and 2003. During that 
same period, the number of EDs fell by 425. Combined with a similar decrease in the 
number of inpatient hospital beds, this has resulted in serious overcrowding of our 
nation's ED. A further consequence has been a marked increase in the number of 
ambulance diversions, with 50% of all hospitals-and nearly 70% of urban 
hospitals-reporting that they diverted ambulances carrying emergency patients to a 
more distant hospital at some point during 2003. 

The report recommended that hospitals find ways to improve efficiency in order to 
reduce ED overcrowding. However, the requirement that ambulance providers or 
suppliers obtain a statement from a representative of the receiving hospital at the time 



of transport would only compound the existing problem, by adding an additional 
paperwork burden. To meet this requirement, ambulance crews would be forced to tie 
up already overtaxed ED staff with requests for this statement. The Institute of 
Medicine report makes clear that this time would be more efficiently spent moving 
patients through the patient care continuum. 

Purpose of Beneficiary Signature 

a. A s s i m e n t  of Benefits - The signature of the beneficiary is required 
for two reasons. The first purpose of the beneficiary signature is to authorize the 
assignment of Medicare benefits to the health care provider or supplier. However, 
assignment of covered ambulance services has been mandatory since April 2002. 
Furthermore, 42 C.F.R. §424.55(c), adopted November 15, 2004 as part of the Final 
Rule on the Physician Fee Schedule (67 Fed. Reg. 6236), eliminated the requirement 
that beneficiaries assign claims to the health care provider or supplier in those 
situations where payment can only be made on an assignment-related basis. 
Therefore, the beneficiary's signature is no longer required to effect an assignment of 
benefits to the ambulance provider or supplier. 

CMS recognized this in the Internet Only Manual via Transmittal 643, by adding 
Section 30.3.2 to Pub. 100-04, Chapter 1. As a result, the beneficiary signature is no 
longer needed to assign benefits of covered ambulance services. 

b. Authorization to Release Records - The second purpose of the 
beneficiary signature is to authorize the release of medical records to CMS and its 
contractors. However, the regulations implementing the HPAA Privacy Rule, 
specifically 45 C.F.R. §164.506(~)(3), permit a covered entity (e.g. an ambulance 
provider or supplier) to use or disclose a patient's protected health information for the 
covered entity's payment purposes, without a patient's consent (i.e. his or her 
signature). Therefore, federal law already permits the disclosure of medical records to 
CMS or its contractors, regardless of whether or not the beneficiary's signature has 
been obtained. 

Signature Already on File 

Almost every covered ambulance transport is to or from a facility, i.e. a hospital or a 
skilled nursing facility. In the case of emergency ambulance transports, the ultimate 
destination will always be a hospital. These facilities typically obtain the beneficiary's 
signature at the time of admission, authorizing the release of medical records for their 
services or any related services. The term "related services", when used by hospitals 
and SNFs, can mean more than only entities owned by or part of the facility. We 
believe that ambulance transport to a facility, for the purpose of receiving treatment or 
care at that facility, constitutes a "related service", since the ambulance transports the 
patient to or from that facility for treatment or admission. Therefore, we believe a 



valid signature will be on file with the facility. Additionally, for those transports 
provided to patients eligible for both Medicare and Medicaid, a valid signature is on 
file at the State Medicaid Office as a product of the beneficiary enrollment process. 

Electronic Claims 

It is also important to note that, as a result of section 3 of the Administrative 
Simplification Compliance Act and the implementing regulations at 42 C.F.R. 
$424.32, with very limited exceptions (e.g. providers or suppliers with less than 10 
claims per month), ambulance suppliers must submit claims electronically. Thus, the 
beneficiary does not even sign a claim form. When submitting claims electronically, 
the choices for beneficiary signature are "Y" or "N". An "N" response could result in 
a denial, from some Carriers. That would require appeals to show that, while the 
signature has not been obtained, an alternative is accepted. As a result, many Carriers 
allow a "Y", even though the signature was not actually obtained, if one of the 
exceptions is met. 

While this may be a claims processing issue, since you are now looking at the 
regulation, this would be a good time to add language indicating that the signature 
requirement will be deemed to be met if one of the exceptions to the requirement 
exists. 

Program Integrity 

It is important for CMS to realize that, for every transport of a Medicare beneficiary, 
the ambulance crew completes a trip report listing the condition of the patient, 
treatment, originldestination, etc. AND the origin and destination facilities complete 
their own records documenting the patient was sent or arrived via ambulance, with the 
date. Thus, the issue of the beneficiary signature shou.ld not be a program integrity 
issue. 

Conclusion 

Based on the above comments, it is respectfully requested that CMS: 

Amend 42 C.F.R. 9424.36 andlor Pub. 100-02, Chapter 10, Section 20.1.1 
and Pub. 100-04, Chapter I,  Section 50.1.6 to state that "good cause for 
ambulance services is demonstrated where paragraph (b) has been met and 
the ambulance provider or supplier has documented that the beneficiary 
could not sign and no one could sign for them OR the signature is on file at 
the facility to or from which the beneficiary is transported". 
Amend 42 C.F.R. 9424.36 to add an exception stating that ambulance 
providers and suppliers do not need to obtain the signature of the 
beneficiary as long as it is on file at the hospital or nursing home to or from 
where the beneficiary was transported. In the case of a dual eligible patient 



(Medicare and Medicaid), the exception should apply in connection to a 
signature being on file with the State Medicaid Office. 
Amend 42 C.F.R. §424.36(b) (5) to add "or ambulance provider or 
supplier" after "provider". 

In light of the foregoing, we urge CMS to forego creating a limited exception to the 
beneficiary signature requirement for emergency ambulance transports, especially as 
proposed, and instead eliminate the beneficiary signature requirement for ambulance 
services entirely if one of the exceptions listed above is met. 

AMBULANCE SERVICES - AMBULANCE INFLATION FACTOR 

NBFD has no objection to revising 42 C.F.R 9414.620 to eliminate the requirement 
that annual updates to the Ambulance Inflation Factor be published in the Federal 
Register, and to thereafter provide for the release of the Ambulance Inflation Factor 
via CMS instruction and the CMS website. 

Thank you for your consideration of these comments. 

Catherine Ord 
EMS Manager 



Sutter Santa Cruz 

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

August 29,2007 

Mr. Herb Kuhn, 
Department of Health and Human Services 
Attention CMS-1385-P 
P.O. Box 8018 
Baltimore, MD 21244-801 8 

Re: Proposed Reconfiguration of CA Physician Payment Localities 

Dear Mr. Kuhn: 

I appreciate the opportunity to comment on the proposed physician rule and applaud you for taking 
this step to improve the credibility of the physician payment process as it relates to the current 
payment localities. You and I have met on several occasions to discuss this issue - I appreciate 
your concern and sincere desire to improve payment accuracy to providers who care for Medicare 
beneficiaries. 

The General Accountability Office in its June 2007 report calls on CMS to reform the physician 
payment localities. It offers to CMS several options to improve payment accuracy. The current 
physician payment locality configuration has seen an erosion in payment accuracy since they were 
last reconfigured in 1996. Many providers and legislators have lost confidence in the ability of CMS 
to fulfill its obligation to make appropriate geographic adjustments to providers caring for Medicare 
beneficiaries under Part B of Medicare. Hospitals and other providers receive much more accurate 
payments from CMS for several reasons not the least of which is the fact that Metropolitan 
Statistical Areas (numbering approximately five times more than the current 89 physician payment 
localities) are used to base geographic adjusters to those providers. 

The GAO is aware of this and acknowledging that CMS has been reluctant to increase the number 
of physician payment localities in order to assist CMS in preserving administrative simplicity calls for 
long-needed reforms to the 1996 localities. I have been a practicing physician in Santa Cruz 
County since 1984 and have invested considerable time in helping CMS, the California Medical 
Association, and numerous legislators in correcting this problem. 

I support an amended Option 3 in your proposed rule. I am concerned about the inconsistencies in 
the GAFs that you publish for several CA counties especially as those inconsistencies significantly 
affect the configuration of CA counties into the locality groupings that you propose. I am also 
concerned that a fundamental mathematical error misapplied the text that you (and the GAO) 
proposed for this mechanism of grouping like-counties by similar costs. This is the 95% problem, 
which, I am sure that you are aware. It is outlined in the attached graph. 

Community Based, Not For Profit 



As you are aware, the Geographic Adjustment Factor (GAF) is used to compare global cost input 
differences between counties. It is not, however, used by CMS' intermediaries to pay providers. 
The actual GPCls are used to do this. The GAF is a mathematical construct only. In order to 
properly calculate GAFs for individual counties or for an RVU-weighted assemblage of counties, 
you must use the actual GPCls. This is the method that CMS has used since 1996. Bob Ulikowski, 
previous manager of the payment localities and GPCls for CMS, has confirmed this to both me and' 
other physicians in California who are well-versed with your methodology. It is essential that CMS 
share the actual county GPCls and county RVUs as you have done in the past for each of the 
years: 1999 - 2006. The sudden lack of transparency by CMS is very concerning. 

Two CA counties deserve special comment: 

1. Santa Clara County. The 9.2% proposed drop in the GAF for this county when its 5oth 
percentile HUD rent data apparently drops at the same proportional rate as adjoining San 
Mateo County (whose GAF drops at half the rate of Santa Clara) is disturbing. CMS should 
present, in its final rule, the mathematical formula used in the application of the 5oth HUD rent 
data and its effect on the various practice expense GPCls for California's counties. 

2. San Benito County. This county is part of the Santa ClaraISan Jose two county MSA. I 
cannot understand how this county, and this county only, had county specific, rather than 
MSA specific, rent data applied to it in the calculation of its GPCls and GAF. The GAO 
applied the same consistent approach that CMS has used throughout the rest of California in 
the calculation of the GAF for this county. CMS shodld be consistent and should apply the 
same HUD rent data for Santa Clara and San Benito in the calculation of those counties' cost 
input factors. This is the methodology used by CMS elsewhere in this state. I support the 
GAO's approach which is consistent and fair. If CMS chooses to not follow the 
recommendation of the GAO as it applies to this county, I request that CMS describe in the 
final rule why it chooses to not do so. 

Lastly, CMS should not longer provide special privilege to state medical associations in the initiation 
of proposed locality reform. State medical societies should have the opportunity to comment on 
proposed reconfigurations but should not have special standing. Congress has not supported this 
policy. Previous administrations have held such actions as unconstitutional. Despite this, I am . 
aware that current CMA policy supports locality revision even if it causes a decrease in 
reimbursement to some CA counties. 

My organization includes optometrists, physical therapists, audiologists, speech pathologists, 
occupational therapists, physician assistants, podiatrists, and nurse practitioners. All of these 
providers bill CMS for services provided to Medicare beneficiaries. However, none of these 
providers are represented by the state medical society. 'Therefore, CMS, as it acknowledged in the 
2005 final rule, bears the responsibility to update the physician payment localities. 

C: Secretary Michael Leavitt, Department of HHS 
Sam Farr, Member of Congress 
Anna Eshoo, Member of Congress 
Diane Feinstein, US Senate 
Barbara Boxer, US Senate 



Counties in yellow were wrongly assigned to the incorrect locality as proposed by CMS due to a 
mathematical error in the proposed rule. 
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301 Centenn~al Mall South 
hncoln, NE 68509-4986 

Phone: 402/471-2299 

Board of Physical Therapy Fax: 402/471-3577 

W.ayne A. Stuberg. PT, PhD. Chairperson 
Natalie Harms. PT 
Raymond E. Frew, Secretary 
Kent A. Dunovan, PT. Vice Chair 

August 27,2007 

Administrator 
Centers for Medicare and Medicaid Services 
Department of Health and Human Services 
Attention: CMS- 1385-P 
P.O. Box 8018 
Baltimore, MD 2 1244- 1850 

Re: CMS- 1385-P; Therapy Standards and Requirements 

Dear Sir or Madam: 

The Nebraska State Board of Physical Therapy Examiners submits the following comments on the 
proposed rules changing the definition of "physical therapist" in Section 484, Title 42 of the Code of 
Federal Regulations. The proposed rules are part of the 2008 Proposed Revisions to Payment Policies 
Under the Physician Fee Schedule and Other Part B Payment Policies for Calendar Year 2008, found in 
Volume 72 of the Federal Register, published on July 12,2007. r , x  

Under subsection (i)(B) and (ii)(B) of the proposed definition of "physical therapist" an applicant would 
need to have "[plassed the National Examination approved by the American Physical Therapy 
Association." We strongly suggest that CMS rely on state licensure and that the additional examination 
requirements contained in subsections (i)(B) and (ii)(B) of the definition of "physical therapist" be deleted 
fiom the final rule. At the very least, the Centers for Medicare and Medicaid Services ("CMS") should 
delay promulgation of the proposed rule until CMS has had an opportunity to understand the examination, 
credentialing, and licensing processes currently in place. 

We, along with &I of the other state boards of physical therapy examiners, have already adopted a national 
qualifying exam for physical therapists, the National Physical Therapy Examination ("NPTE"). The 
Federation of State Boards of Physical Therapy ("FSBPT") develops and administers the NPTF in close 
collaboration with the state boards. Working together, we have developed a national passing score. The 
NPTE has been a valuable tool in screening physical therapist applicants. Through the NPTE, we have 
been able to successfidly filter applicants. In turn, we, as a policing body, have been able to protect the 
public by ensuring that only qualified therapists are licensed to care for our citizens. 

CMS should not usurp the states' function of licensing physical therapists and other professionals. CMS 
respects states' rights and state licensure for other health care professions, and it should continue to do so 
with respect to physical therapists. For example, CMS' regulations define a physician as a "doctor of 
medicine . . . legally authorized to practice medicine and surgery by the State in which such hc t ion  or 
action is performed." 42 C.F.R 5 484.4 (2006). Likewise, a registered nurse is defined as "[a] graduate of 



an approved school of professional'nursing, who is licensed as a registered nurse by the State in which 
practicing." 42 C.F.R § 484.4. Establishing requirements that are different than what the states require for 
licensing PTs would be inconsistent with not only the rights of the states, but also CMS' own standards. 

. Moreover, the federal government should not impose an additional burden on the states, particularly since 
its stated desire for a national examination is already satisfied. The proposed mandate could result in the 
development of a second exam, which would create conhsion and more work for the states, without 
benefit. 

In the preamble to the proposed regulations, CMS says that it is seeking uniformity. Uniformity and 
consistency across the nation and across provider settings already exists. State licensing requirements 
apply to physical therapists without regard to where they practice. All states accept CAPTE accreditation. 
All states accept the NPTE and have adopted the same passing score. No federal regulation is required. 

The Nebraska State Board of Physical Therapy Examiners strongly urges CMS to require only state 
licensure. Most importantly, CMS should remove the additional examination requirements contained in 
subsections (i)(B) and (ii)(B) of the definition of "physical therapist." At a minimum, CMS should delay 
promulgation of the proposed rule until CMS has had an opportunity to understand the examination, 
credentialing, and licensing processes currently in place. 

We appreciate the opportunity to comment on the proposed rules regarding physical therapist and physical 
therapy assistant qualification requirements. 

Respect fully yours, 

The Nebraska State Board of Physical Therapy 

Wayne Stuberg, PT, PhD i/ 

Chair, NE Board of Physical Therapy 

Cc. NE Board of Physical Therapy 

Theresa Cochran PT, President, NE Physical Therapy Association 

NE Congressional Delegation 



To: Mr. Kerry N. Weems 
Administrator-Designate 
Centers for Medicare and Medicaid Services 
US dept of Health and Human Services 
Attention: CMS-1385-P 
Box 80 18 
Baltimore, Md 2 1244-80 18 

Subject: Medicare Program: Proposed Revisions to Payment Policies under the Physician 
Fee Schedule, CY 2008, Proposed Rule 

I am a private practice physical therapist, have been a practitioner for over 35 years with 
many years of post graduate specialty in the areas of wcmen's health and orthopedic 
treatments. I am working in a Florida city where many specialty physicians are under one 
large limited practice group and have their own rehabilitation center that is physician 
owned. They have the majority orthopedic, neurological, cardiac, and other major referral 
resources for therapy practice making it very difficult for non affiliated therapy 
professionals to get patients from usual referral sources. Allowing more physicians in this 
small city to engage in for profit therapy practices would further limit access for patients 
to quality care. Physicians who receive direct financial benefit from these private 
arrangements are motivated to order therapy only for their own personal benefit, not to 
the referral source with the most expertise or best therapy practice outcomes. Patients are 
unaware they may have freedom of choice in where to go for therapy; they take the 
advice of their physician in most cases. 

Please DO NOT ALLOW the continuation of this referral abuse. Free market access to 
therapy is critical to the appropriateness of expenditures by Medicare. Physical and 
Occupation Therapy are stand alone professions that should never be under the direct 
monetary influence from another medical owner. This is essentially like fee splitting or 
fee for referral. Physician supervision is never necessary with provision of appropriate 
rehab services when licensed therapists are present. This captive referral base leads to 
over utilization instead of appropriate treatment. 

Thank you for consideration in this serious matter. Help us protect the integrity of 
therapy services and allow therapy to grow into the independent profession, free from 
other referral source abuse, that it is meant to be. 

Sincerely, Elsa Nail, MSPT 
Community Rehab and Wellness 
302 1 Lakeland Highlands Rd 
Lakeland, Florida 33 803 



DALE G. KIKER, M.D. 
QUALIFIED MEDICAL EVALUATOR 

Board Certified by the American Board of Anesthesiology in Pain Management 
10 Santa Rosa St. #201 ** San Luis Obispo, CA 93405 

Phone (805) 544-PAIN (7246) 
Fax (805) 782-8097 

August 29,2007 

Department of Health and Human Services 
~ttention: CMS-1392-F? 
P.O. Box 801 1 
Baltimore, MD 21 244-1850 

Re: Implantation of Spinal Neurostimulators 

I am writing to express my concern over the proposed changes to CMS' OPPS and ASC 
reimbursement methodologies. In particular, my concern over the proposed rule which I 
believe will limit patient access to a beneficial technology. 

CMS has proposed the elimination of a separate APC for rechargeable neurostimulators, 
which will directly impact hospital financial considerations, and the corresponding ASC 
reimbursement methodology. For the past two years, CMS has allowed reimbursement 
for this new technology, the rechargeable spinal cord stimulator. The additional 
reimbursement has been available either through a new technology pass-through in the 
hospital setting, or via the DMEPOS fee schedule in the ASC. The proposed rule to 
eliminate the pas-through, and group rechargeable stimulators and non-rechargeable 
neurostimulators into APC 0222, despite a documented significant cost differential, will 
change the decision process from a clinical decision to an economic decision process. 

As a provider in a community in which a hospital has made a financial decision to' 
eliminate this beneficial therapy, I am very concerned that the alternative site of service 
ASC will be forced to eliminate the therapy as well. The decision will be a direct result of 
CMS decision to only allow one APC for both rechargeable and non-rechargeable 
stimulators. Medicare and private payer patients will no longer have access to this 
valuable therapy. 

We recommend that CMS create separate APC's for the rechargeable and non- 
rechargeable neurostimulators on the basis of the substantial cost differential. We 

that there is a substantial clinical improvement provided by rechargeable 
and the therapy is worthy, clinically effective therapy. 

Th nk you for your consideration. f 

Dal Ki er, M.D. * 



Gainesville 
~ r o l o g y x  

1240 JESSE JEWELL PARKWAY 
SUITE 200 

GAINESVILLE, GEORGIA 3050 1 

Telephone 770-532-8438 
Fax 770-535-1785 

LAWRENCE E. LYKINS, M.D., DIPLOMATE, F.A.C.S. 
JAYS. HORTENSTINE, M.D., DIPLOMATE. F.A.C.S. 

THOMAS M. FASSULIOTIS, M.D.. DIPLOMATE, F.A.C.S. 
R. JUDD WILLIAMS, M.D. 

DAVID S .  WOO, M.D. 
JAMES E. RENEHAN, M.D. 
MARTIN C. LAXSON, PA-C 

August 20,2007 

Cciitcra Far Medicare and Medicaid Services 
Dept. of Health and Human Services 
Attention: CMS- 1385-P 
PO Box 8018 
Baltimore, MD 2 1244-801 8 

RE: PHYSICIAN SELF-REFERRAL PROVISIONS 

Dear Ladies and Gentlemen: 

I am a urologist practicing in Gainesville, Georgia at Gainesville Urology. I am aware of both the clinical 
and cost issues that are important to the Medicare beneficiary and CMS. I have been involved with 
providing my patient's lithotripsy and other new therapies for various urological disease processes. Without 
the involvement ofjoint ventures some of these therapies would likely not be available to our patients. 

In July 2008, in the Professional Fee Schedule proposal, CMS attacks the substance of these joint ventures 
that have actually saved Medicare a significant amount of money. 

Because of the expense of the technology, often times small hospitals would be unable to afford 
lithotriptors or other various lasers. Many of these lasers and lithotriptors are also portable and decrease the 
capital outlay that is necessary in order to bring that technology to these various communities. 

Shockwave lithotripsy is also not a DHS. The driving force behmd trying to prevent these physician 
arrangements is likely because of the over utilization of diagnostic imaging. It is difficult to over utilize a 
service such as lithotripsy because of it being a "cut and dry" indication most of the time. 

Without the physician support in these joint ventures, many smaller communities will be unable to afford 
t h~s  treatment and t h s  will cause the patients to undergo more invasive and probably more costly 
procedures with a less than adequate result. 

If you were to agree to allow lithotripsy to be done in an outpatient surgical setting, this would also further 
reduce the costs. A similar proposal is presently being considered where reimbursement to outpatient 
surgery centers would increase, still being less than what is reimbursed to hospitals. T h s  will likely move 
some hospital procedures into the more efficient and less expensive outpatient settings. 

As I am aware there has not been any evidence that lithotripsy is being abused. 

I request that you reconsider your stand on lithotripsy as a DHS. 



ReedSmit h 
Daniel A. Cody 
Direct Phone: 415.659.5909 
Email: dcody@reedsmith.com 

Reed Smith LLP 
1301 K Street, N.W. 

Suite I 100 - East Tower 
Washington, D.C. 20005-3373 

+I 202.414.9200 
Fax +I 202.414.9299 

Paul W. Pitts 
Direct Phone: 41 5.659.5971 
Email: ppitts@reedsmith.com 

August 3 1,2007 

VIA ELECTRONIC MAIL AND OVERNIGHT COURIER 

Ms. Leslie V. Norwalk 
Acting Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1385-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, Maryland 21 244-1 850 

Re: Comments to the Medicare Program; Proposed Revisions to Payment Policies Under 
the Phvsician Fee Schedule, and Other Part B Payment Policies for CY 2008 

Dear Ms. Nonvalk: 

Reed Smith LLP is a global law firm representing virtually every type of entity operating in or 
related to the health care industry. This representation includes, among others: academic medical 
centers; device manufacturers; durable medical equipment suppliers; home health agencies; hospices; 
hospitals; pharmaceutical companies; physician groups; rehabilitation facilities; and skilled nursing 
facilities. On behalf of our clients, this letter provides comments and recommendations to the 
proposed changes to the Medicare Physician Fee Schedule for calendar year 2008 published in the 
Federal Register (72 Fed. Reg. 38,122) by the Centers for Medicare & Medicaid Services ("CMS") on 
July 12,2007. We appreciate the opportunity to provide these comments and recommendations. 

Our comments are focused on the "Physician Self-Referral Provisions" and limited to the 
proposal to change the definition of "entity" in the Stark law (42 C.F.R. 5 41 1.35 1). Specifically, 
CMS proposes to make a significant change in the definition of "entity" which would severely 
proscribe so-called "under arrangements" that include referring physicians as owners. We are very 
concerned that the proposed rule will adversely impact the quality of certain services that are currently 
managed by entities having physician ownership. Similarly, the proposed rule will limit the ability of 
physicians to actively participate in the management and leadership of certain medical services offered 
by health care providers to their patients. The broadly worded definition of "entity" in the proposed 
rule will have unintended and far-reaching consequences, impacting entities and arrangements not 
previously subject to the Stark law. 

Given these concerns, we urge CMS to: (1) withdraw the proposed change in the definition of 
"entity"; (2) reject the recommendation of the Medicare Payment Advisory Commission ("MedPAC") 
that the definition of physician ownership be expanded to include interests in "an entity that derives a 
substantial proportion of its revenue from a provider of designated health services"; and (3) study the 
prevalence and value of services furnished "under arrangements" with physician-owned entities. 
Alternatively, CMS should tailor its changes so as not to impose unnecessarily stringent requirements 
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upon existing relationships nor implicate entities and arrangements properly excluded from the Stark 
law. Ultimately, the current structure of the Stark law adequately addresses "under arrangements" and 
before CMS undertakes such a dramatic change in policy, the agency must fully understand the nature 
of these relationships, the value of physician participation in certain ancillary services offered by 
health care providers, and more thoroughly study the likely consequences of the proposed rule. 

I. PHYSICIAN SELF-REFERRAL PROVISIONS 

A. The "Under Arrangements" Proposal 

1.  Current Law 

The Social Security Act and its Medicare provisions permit health care providers - such as 
hospitals, rural primary care hospitals, skilled nursing facilities, home health agencies, and hospices - 
to furnish services to beneficiaries "under arrangements" with third party vendors. The vendor has a 
contractual relationship with the provider for delivery of the services, and the provider (but not the 
vendor) bills for the services. According to CMS, the purpose of services provided "under 
arrangements" is to provide a means for hospitals and other providers "to obtain specialized healthcare 
services that it does not itself offer, and that are needed to supplement the range of services that the 
provider does offer its patients." 67 Fed. Reg. 50,091 (Aug. 1,2002). 

Taking the example of a hospital, while the vendor furnishes the services "under arrangements" 
with the hospital, the hospital remains fully responsible for patient care. Indeed, the Medicare 
Conditions of Participation require the hospital's governing body to be responsible for services 
furnished to its patients "under arrangements," including that (1) the governing body ensure that the 
services performed under a contract are provided in a safe and effective manner, and (2) the hospital 
maintain a list of all contracted services, including the scope and nature of the services provided. See 
42 C.F.R. tj 482.12(e)(l)-(2). Even when a physician-owned vendor provides services "under 
arrangements" to a hospital, the hospital must offer the minimum of administrative responsibility and 
control regardless of whether the services are provided "under arrangements." 

Currently, the Stark regulations treat any transaction where a health care provider purchases 
services from a vendor "under arrangements" as a compensation arrangement, rather than an 
ownership interest. See id. tj 41 1.354(a)(3)(iv), (c); 66 Fed. Reg. 856, 942 (Jan. 4,2001). Moreover, 
the definition of "entity" only includes the person or entity billing for the designated health services 
("DHS") service. See id. § 41 1.35 1. This approach permits a provider to enter into a service 
agreement where the provider purchases a discrete service from a vendor owned in whole or in part by 
physicians. Importantly, however, these arrangements must comply with a Stark compensation 
arrangement exception, such as the personal services exception, equipment rental exception, fair 
market value ("FMV") exception, or exception for indirect compensation arrangements. Each of these 
narrowly-tailored exceptions includes specific protections against abuse, such as overutilization. 

2. The Proposed Rule 

As noted above, since the effective date of the Phase I regulations on January 4,2002, CMS has 
defined "entity" as including only the person or entity that bills Medicare for DHS, but not the person 
or entity that performs the DHS (if that person or entity is not also billing Medicare). See 42 C.F.R. § 
41 1.35 1. CMS now proposes to extend the definition of "entity" to include the person or entity: (I) 
performing the DHS; and (2) presenting a claim or causing a claim to be presented to Medicare. In the 
proposed rule, CMS expresses its concern that hospital outpatient services furnished "under 
arrangements" with a vendor owned by referring physicians creates a risk of overutilization. See 72 
Fed. Reg, at 38,186. Further, CMS cites "leasing, staffing, and similar entities having physician 
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ownership" as raising concern. See id. at 38,187. CMS also states that there may be no legitimate 
reason for such an arrangement other than allowing a physician to make money on referrals, 
particularly where the services furnished by the joint venture were previously directly furnished by the 
hospital. See id. at 38,186. Finally, CMS expresses concern that the "under arrangements" services 
might be furnished in a less medically-intensive setting, but billed at higher outpatient hospital 
prospective payment system rates. See id. 

While CMS believes that its proposal to change how "entity" is defined sufficiently addresses 
the agency's concern, CMS also request comments on a related recommendation by MedPAC to 
expand the definition of physician ownership. In its March 2005 Report to Congress, MedPAC 
recommended changes to prohibit referrals by a physician who has an ownership in an entity "that 
derives a substantial proportion of its revenues from a [DHS] provider." As such, CMS now requests 
comments regarding whether to "implement the MedPAC approach, either in some combination with 
our proposed approach or instead of our proposed approach" and "what should constitute a 
'substantial' proportion of revenue derived from providing DHS." Id. at 38,187. 

B. Comments to "Under Arrangements" Proposal 

1. Current Law Provides Protection Against Abuse 

The Stark regulations currently treat "under arrangements" as compensation and not ownership 
relationships. Nonetheless, "under arrangements" must comply with stringent Stark exceptions for 
compensation arrangements. These exceptions are designed to prevent abuse and overutilization, and 
to ensure that medical decision-making is not corrupted. Indeed, in its proposed rule, CMS provides 
no explanation why the rigorous requirements of the compensation exceptions to the referral 
prohibition (discussed below) do not provide adequate protection against abuse. 

For example, the personal services exception requires that: (1) the arrangement be set out in 
writing and specify the services covered; (2) the arrangement cover all of the services furnished by the 
physician to the entity; (3) the aggregate services contracted for do not exceed those that are reasonable 
and necessary for the legitimate business purpose of the arrangement; (4) the term of each arrangement 
must be for at least one year; (5) the compensation must be set in advance, not exceeding FMV, and 
may not take into account the volume or value of referrals or any other business generated between the 
parties; and (6) the services do not involve the counseling or promotion of a business arrangement. 

42 C.F.R. § 41 1.357(d)(l)(i)-(vi). 

As another example, the indirect compensation exception requires that: (1) the compensation 
received by the physician (or immediate family member) must be FMV for items and services actually 
provided, not taking into account the volume or value of referrals or other business generated by the 
referring physician for the DHS entity; (2) there is a signed, written agreement specifying the services 
covered; and (3) the arrangement must not violate the anti-kickback statute, or laws or regulations 
governing billing or claims submission. See id. 5 41 1.357(p)(l)-(3). 

2. The "Under Arrangements" Proposal Could Adversely Impact Properly 
Structured and BeneJicial Management Arrangements 

As noted above, the proposed rule would expand the definition of "entity" to include the person 
or entity (1) performing the DHS and (2) presenting or causing the submission of a Medicare claim. 
The revised, broadened definition of "entity," however, arguably could make properly structured and 
beneficial management arrangements "under arrangements" for purposes of the Stark law. Moreover, 
such management arrangements would be subject to unnecessarily stringent requirements for 
satisfaction of a Stark law exception. 
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For example, one type of service a hospital may obtain from an outside entity is management or 
consulting services. Companies specializing in management and consulting services, which are 
sometimes owned by physicians, contract with hospitals to manage the day-to-day operations of certain 
services offered by the hospital. Although the ultimate control and responsibility for the service 
(including billing for the service) is retained by the hospital, a physician-owned management company 
provides, among other things: (1) critical expertise in the discrete service area, (2) administrative 
efficiencies, and (3) involvement of physicians in the management and supervision of services. 

Indeed, physician-owned management companies provide valuable services to hospitals beyond 
those provided by a hospital's medical staff. For example, physician-investors in management 
companies assist in controlling hospital costs by participating in supply utilization committee 
meetings. From a quality perspective, physician-investors assist in modifying and improving the 
hospital's clinical protocols by reviewing aberrant cases and communicating best practices to the 
medical staff. Similarly, physicians provide both new and existing staff members training in the latest 
treatments and clinical practices. Lastly, physician-investors are involved in decisions regarding the 
effectiveness and necessity of obtaining new technology. Under a management arrangement, 
physician-owned entities provide hospitals with unique knowledge and access to experienced 
clinicians. 

As these management services do not include the actual performance of DHS, they are most 
appropriately viewed as not being "under arrangements." Even if they were deemed "under 
arrangements," under current law, the rigorous Stark compensation exceptions (G, indirect 
compensation exception) are still available to protect the arrangement. With the proposed rule, 
however, it is possible that the management company in such an arrangement could be viewed as an 
"entity" by either comprising part of the hospital's DHS or as having "caused a claim to be presented 
for Medicare benefits for the DHS." As such, the arrangement would need to comply with a more 
limited Stark ownership (rather than compensation) exception for protection. 

It is unclear whether CMS intended the proposed rule to apply the unnecessary stringent Stark 
ownership exceptions to such arrangements when the compensation exceptions provide sufficient 
protection against abuse. Such an outcome could ultimately prohibit hospitals from obtaining 
beneficial management and consulting services from entities even partly-owned by physicians. The 
proposed rule could put these expert management services in jeopardy. As such, we urge CMS to: (1) 
withdraw the proposed change in the definition of entity; (2) specifically exclude entities not 
performing DHS from the definition of "entity;" or (3) otherwise tailor any changes to the Stark law so 
as not to impose unnecessarily stringent requirements upon these types of relationships. 

3. The "Under Arrangements" Proposal Could Improperly Impact Entities and 
Arrangements Not Previously Subject to the Stark Law 

Moreover, the expanded definition of "entity" in the proposed rule arguably could 
inappropriately impact entities and arrangements that never have been subject to the Stark law. 
Specifically, the expanded definition is so broad that entities not previously covered arguably could be 
subject to the Stark law merely because their goods or services comprise part of the DHS billed by the 
provider. 

For example, orthopedic surgeons may have an ownership interest in a manufacturer of spinal 
implants. The manufacturer then sells its implants to the hospital where the surgeon performs his or 
her surgeries. Under the proposed rule, the manufacturer arguably could be considered an "entity" 
subject to the Stark law. Specifically, the proposed definition of "entity" would extend to an entity that 
"performs the DHS." As inpatient and outpatient hospital services are DHS, spinal implants could be 
viewed as being part of the DHS furnished to Medicare patients and billed by the hospital. 
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It is unclear whether CMS intended its proposed change to apply this broadly. Such an 
outcome could extend the Stark regulations to a large number of entities and arrangements not 
previously subject to law's prohibitions. As such, we urge CMS to: (1) withdraw the proposed change 
in the definition of "entity;" (2) specifically exclude entities not performing DHS from the definition of 
"entity;" or (3) otherwise tailor any changes to the Stark law so as not to implicate these relationships 
properly excluded from the Stark law. 

4. MedPAC's "Substantial Proportion of Revenue " Test is Flawed 

In addition to the recommendations above regarding the proposed rule, we note that MedPAC's 
"substantial proportion of revenue" test is similarly flawed. The MedPAC test is overbroad and would 
have unintended and far-reaching consequences. Specifically, the MedPAC proposal is not limited to 
entities performing, furnishing, or billing DHS. Instead, the MedPAC: test would effectively prohibit 
physician ownership of entities providing any service to a provider of DHS, as long as the service 
resulted in revenue significant enough to trigger the test's application. Stated differently, any entity 
wholly or partially owned by physicians would be required to satisfy one of the stringent and limited 
Stark ownership exceptions for protection. 

Such an expansive limitation fails to recognize the unique expertise physicians bring to a 
provider's clinical operations. Health care providers are complex organizations facing increasing 
competition in the numerous services they offer. Providers lacking innovative leadership in certain 
services must necessarily rely upon outside vendors, especially those having physician-owners. 
Accordingly, these vendors play an important role in bringing expertise, increasing quality of care, and 
improving cost-effectiveness. Indeed, physicians are uniquely able to merge clinical expertise with 
operational knowledge. As such, we urge CMS to reject MedPAC's "substantial portion of revenue" 
test. 

5. CMS Has Provided No Data or Evidence to Substantiate its Concerns 
Regarding " Under Arrangements " 

The proposed rule does not provide any substantiated reasons for treating "under arrangements" 
as ownership relationships. In the January 4,2001 Phase I rule, the Health Care Financing 
Administration (now CMS) cited three specific reasons for treating "under arrangements" as 
compensation and not ownership relationships. 

First, given the sheer number of these arrangements, we think prohibiting these 
arrangements, would seriously disrupt patient care. Second, almost all these 
arrangements could be restructured to fit into a combination of the personal service 
arrangements and equipment lease exceptions (or fair market value exception), although 
this restructuring will in some cases be administratively burdensome. Third, we believe 
there is precedent in the statute for treating this situation solely as a compensation 
arrangement. 

66 Fed. Reg. at 942. 

We are aware of nothing occurring in the intervening years mitigating the stated reasons for 
treating "under arrangements" as compensation relationships. The number of these types of 
arrangements has not decreased and likely has increased. These arrangements have been and can be 
structured to satisfy applicable Stark compensation exceptions, thereby providing sufficient protection 
against abuse. Further, patient care would be disrupted by treating "under arrangements" relationships 
as ownership interests and requiring the reorganization of these relationships. 
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In the proposed rule, CMS offers no evidence to suvvort its new concerns or even an indication - * 

of how the agency substantiated its concerns. Instead, CMS simply repeats general "concerns" and 
"beliefs:" 

"We continue to have concerns with services provided under arrangements." 

"We believe that the risk of overutilization.. . ." 

"We have received anecdotal reports of hospital and physician joint ventures that 
provide hospital imaging services formerly provided by the hospital directly." 

"There appears to be no legitimate reason for these arranged for services." 

"We are also concerned that the services furnished under arrangements to a hospital are 
furnished in a less medically-intensive setting." 

"It appears that the use of these arrangements may be little more than a method to share 
hospital revenues." 

"We believe that more and more procedures are being performed as arranged for 
hospital services." 

Ultimately, CMS is proposing a significant change in the manner in which hospitals obtain 
certain vital services to their patients without substantiating its concerns, beliefs, or anecdotal reports. 
A substantial change in policy, such as the proposed rule, should be supported with reasoned analysis 
of available evidence. If additional research or data has been collected to substantiate its concerns, 
CMS has not made that evidence available for public comment. The agency's concerns, beliefs, and 
anecdotal reports are insufficient to overcome the reasons first articulated for treating "under 
arrangements" as solely compensation relationships. 

11. CONCLUSION 

We urge CMS to: (1) withdraw the proposed change in the definition of entity; (2) specifically 
exclude entities not performing DHS from the definition of "entity;" or (3) otherwise narrowly tailor 
any changes to the Stark law so as not to impose unnecessarily stringent requirements or implicate 
relationships properly excluded from the Stark law. The proposed rule is a dramatic change in policy 
and will result in a major change in how certain services are delivered to patients. Ultimately, 
physician involvement in the management and operations of health care providers is a long-standing 
tradition in our health care system, and the proposed rule as currently structured would severely and 
adversely impact that tradition. 

We also urge CMS to reject the recommendation of MedPAC that the definition of physician 
ownership be expanded to include interests in "an entity that derives a substantial proportion of its 
revenue from a provider of designated health services." MedPAC's recommendation is even more 
expansive than the proposed rule. Finally, we urge CMS to not adopt the proposed rule without further 
study of the prevalence and value of services furnished "under arrangements" with physician-owned 
entities. 

We appreciate the opportunity to submit these comments and recommendations. We are 
available and would be pleased to discuss these issues further with CMS. 
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( L b t  $4 L L ~  

Reed Smith LLP 
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Herb Kuhn 
Acting Deputy Administrator 
Centers for Medicare & Medicaid Services 
U.S. Department of Health and Human Services 
Attention: CMS-1385-P 
7500 Security Boulevard 
Baltimore, MD 2 1244- 1850 

Re: Medicare Program; Revisions to Payment Policies Under the Physician Fee 
Schedule for Calendar Year 2008; Proposed Rule 

Dear Mr. Kuhn: 

The American College of Radiology (ACR), representing over 32,000 diagnostic radiologists, 
interventional radiologists, radiation oncologists, nuclear medicine physicians and medical 
physicists, is pleased to submit comments on the proposed notice "Medicare Program; Revisions 
to Payment Policies Under the Physician Fee Schedule for Calendar Year 2008" published in the 
Federal Register on July 12,2007. We will address malpractice; budget neutrality; resource- 
based practice expense (PE) relative value units (RVUs); practice expense per hour; Relative 
Value Update Committee (RUC) recommendations; additional codes from the five year review; 
the independent diagnostic testing facility requirements; physician quality reporting initiative; and 
changes to reassignment and physician self-referral rules relating to diagnostic tests [Anti- 
Markup Provisions]. 

Malpractice 

The ACR has suggested in the past that there is disproportionate allocation of the malpractice 
values between the professional component (PC) and the technical component (TC). The ACR's 
recommendation was to flip the malpractice values associated with each of the component parts 
so the technical component malpractice values are assigned to the professional component and 
the professional component malpractice values are assigned to the technical component. This is 
because physicians incur the higher costs for malpractice insurance. 

In the past, the RUC also provided comments to Centers for Medicare and Medicaid Services 
(CMS) and they recommended that the CMS: 1) Flip the malpractice values associated with each 
of the component parts so the technical component malpractice values are assigned to the 
professional component and the professional component malpractice values are assigned to the 
technical component or 2) Make the malpractice values of the technical component equal to the 
malpractice values of the professional component. The ACR is aware that the AMA RUC 
comments being submitted in response to this proposed rule may reference a RUC Professional 
Liability Insurance (PLI) workgroup recommendation that the malpractice values in the technical 
component should be zero as there are no identifiable professional liability costs associated with 
providing the TC. CMS should be aware that this position has not been vetted and approved by 
the full RUC, and that the ACR disagrees with the conclusions of the PLI workgroup. Although 
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the ACR believes that the PC malpractice values should be higher, the ACR does not believe 
that the malpractice values in the technical component should be zero. 

The ACR is aware that CMS is requiring independent diagnostic testing facilities to purchase a 
certain level of liability insurance. CMS is, therefore, acknowledging that some liability costs do 
exist in the TC and the ACR supports CMSYcomments on this issue in past final rules. Also, 
other clinical staff such as radiology technologists and medical physicists purchase professional 
liability insurance and are represented in the TC. According to the American Association of 
Medical Physicists, "Medical physicists, due to their key role in the design and quality assurance 
of high-risk radiation therapy procedures, have a significant liability exposure, and so liability 
insurance is normally carried by the medical physicist's employer or by the medical physicist if 
self-employed. Typical policies are valued at $lMillion Individual / $3Million Aggregate 
coverage." 

Budget Neutrality 

The ACR is again disappointed that the CMS decided to apply the budget neutrality adjustment 
by way of a physician work adjustment factor as a result of the increase in anesthesia physician 
work under the third five year review. The CMS decision is contrary to the views of almost the 
entire medical community that are expressed in numerous comments. The vast majority of 
professional societies whose members treat Medicare beneficiaries recommended that the budget 
neutrality adjustment be made to the conversion factor and not to the physician work values. 

The ACR believes that being consistent with previous adjustments to the conversion factor is a 
more fair and equitable application of budget neutrality adjustments. In addition to its objection 
on a methodological basis, the ACR is opposed to the CMS decision because it places a 
disproportionate burden on hospital-based physicians whose compensation for medical services is 
derived only from the PC and is thus heavily dependent on the work RVU. 

The ACR again strongly recommends that CMS reconsider applying the budget neutrality 
adjustment to the conversion factor and not to the physician work R W .  

Also, it appears that CMS has used the adjusted work RVUs as the allocator of indirect practice 
expense in its calculations for the proposed 2008 Medicare Physician Fee Schedule (MPFS). The 
work RVUs were adjusted solely to meet Medicare's statutory requirement to maintain budget 
neutrality. In fact, CMS does not even publish the adjusted work RVUs in the Federal Register. 
We believe the use of reduced work RVUs to calculate indirect practice expense costs results in 
incorrectly reduced PE RVUs and distorts the relativity of the fee schedule. The ACR strongly 
recommends that CMS use unadjusted work relative values as the allocator of indirect 
practice expenses. 
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Interest Rate 

The ACR supports CMS' decision not to change the interest rate in the practice expense 
equipment cost calculation of I 1 percent. Analysis of the 2007 Small Business Administration 
(SBA) data on loans and applicable interest rates seems appropriate. 

Equipment Usage Percentage 

The ACR supports the CMS decision not to change the equipment utilization rate of 50 percent 
until there is better data to show the correct percentage. Arbitrarily setting high utilization rates 
on higher priced equipment may not always be accurate. It should not simply be concluded that 
higher priced equipment is utilized at a higher rate. There are higher priced technologies such as 
proton beam radiation therapy or magnetoencephalography (MEG) that are highly beneficial to a 
select population but are not necessarily utilized at the same rate as other higher cost 
technologies. In addition, there is no standard definition of a work day among medical practices. 
Some medical practices are open 8 hours a day, but many others may be open longer or shorter 
hours. Those that are open longer hours may only be operating certain pieces of equipment on 
select days such as Mondays, Wednesdays and Fridays. 

The ACR agrees that there is not sufficient evidence to justify an alternative proposal on this 
issue. We support the concept of data collection through extensive survey to accurately determine 
the utilization rate for all medical equipment, using a prospective evidence-based methodology. 
The ACR disagrees with others who might propose that CMS arbitrarily choose a rate 
higher than 50 percent and then allow exceptions based on individual petition. The ACR is 
willing and ready to work with CMS to ensure the appropriate equipment utilization rates are 
captured for the great variety of equipment used in our field. 

Practice Expense Per Hour 

The ACR appreciates CMS' and the Lewin Group's conclusion that weighing the ACR's 
supplemental survey data by practice size more appropriately accounts for the small, high-cost 
entities in the final PE/HR for radiology. The ACR has discussed extensively with the Lewin 
Group from the beginning of the survey process about how to weight the practice level survey 
data to be representative of all radiology practices, large and small, in the U.S., and is pleased that 
CMS agrees that ACR's approach more appropriately identifies the PEIHR for radiology. 

RUC Recommendations for Direct PE Inputs and Other PE Input Issues 

RUC Recommendations for DXA, CAD and Nuclear Medicine 

The ACR appreciates CMS' decision with respect to the direct practice expense inputs for dual 
energy x-ray absorptiometry (DXA), computer-aided detection (CAD) and nuclear medicine 
services. 
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Table 5: Supply I t e m  Needing Specialty Input for Pricing 

The ACR supports the cost documentation being submitted by the Society of Interventional 
Radiology (SIR) for the vascular stent deployment system. 

Table 6: Equipment I t e m  Needing Specialty Input for Pricing and Proposed Deletions 

The ACR supports information being submitted by the SIR on the plasma pheresis machine with 
an ultraviolet light source. 

Coding -Additional Codes From Five -Year Review 

CMS proposes to bundle code 93325 (Doppler echocardiography color flow velocity mapping 
(List separately in addition to codes for echocardiography) into codes 76825,76826,76827, 
76828,93303,93304,93307,93308,933 12,93314,933 15,933 17,93320,9332 1, and 93350, 
apparently without adjusting the work values for these codes. The ACR opposes bundling when 
reporting of multiple codes is required to accurately describe the services performed. The ACR 
also believes that CMS should rely on the CPT@ Editorial Panel and RUC processes to address 
issues relating to CPT code 93325 and should not rebundle any CPT codes independent of those 
processes. The ACR requests that CMS withdraw its proposal to reject the RUC 
recommendation and to refer CPT code 93325 to the CPT Editorial Panel. 

Independent Diagnostic Testing Facility (IDTF) Issues 

Revised Standard Number 6 

CMS proposes to change standard 6 to read "Has a comprehensive liability insurance policy in 
the amount of at least $300,000 per incident that covers both the supplier's place of business and 
all customers and employees of the supplier and ensures that this insurance policy must remain in 
force at all times. The policy must be carried by a nomelative-owned company. The IDTF must 
list the Medicare contractor as a Certificate Holder on the policy and promptly notify the 
Medicare contractor in writing of any policy changes or cancellations." 

The ACR supports the requirement for an IDTF to have comprehensive liability insurance but is 
concerned that requiring a Medicare contractor to be listed as a Certificate Holder will create 
reluctance of insurance underwriters to issue such policies, since listing a Medicare carrier as a 
Certificate Holder could, theoretically, provide the government with contractual rights to 
indemnification or payment that it would not otherwise have. 

New Performance Standard 

CMS proposes to prohibit IDTFs from sharing space, equipment or staff with, or subleasing its 
operations to, another individual or organization. CMS would have prohibited IDTFs from 
entering into part-time leases, even if those complied with the anti-kickback and Stark exceptions. 
Many IDTFs lease space and technologists part-time to radiology groups. Alternatively, many 
radiology groups have limited liability corporations that own and operate IDTFs, employing the 
same technologists that work for the IDTF. As the government has recognized historically, 
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radiologists are not in a position to create abusive self-referral arrangements with IDTFs or other 
entities..'. 

The ACR, therefore, recommends that in its final rule, CMS amend the language of its 
proposal to read: "a new performance standard at 5 410.33(g)(15), which states, 'Does not 
share space, equipment or staff or sublease its operations to another individual, 
organization, employee or contractor of such organization, that refers Medicare patients to 
the IDTF for designated health services (DHS)." 

Supervision 

The ACR agrees with the CMS proposal to delete the requirement that the supervising physician 
is responsible for the overall operation and administration of an IDTF. CMS proposes to clarifL 
the standard that a physician providing general supervision can oversee a maximum of three 
IDTF sites by noting that the term "sites" includes fixed as well as mobile sites. The ACR is 
concerned that the supervising physician list for each IDTF site may not be kept updated. Failure 
to keep these records up to date may result in the appearance that a particular physician is 
supervising more than the allowed number of sites when, in fact, this is not the case. At this 
time, the ACR requests that CMS delay the implementation of limiting a physician to 
supervise more than 3 IDTF sites. The ACR would like to work with CMS to provide 
information on various practice patterns and to determine ones that are problematic. 

TRHCA-SECTION IOl(b): Physician Quality Reporting Initiative (PQRI) 

Proposed Quality Measuresfor the 2008 

In general, the ACR supports the PQRI as an important first step in moving towards a value- 
based reporting system for physicians. We also appreciate CMS' support for allowing measures 
to be developed through the AMA Physicians Consortium for Performance Improvement (PCPI) 
process, and the consensus development and endorsement roles played, respectively, by the 
Ambulatory Care Quality Alliance (AQA) and the National Quality Forum (NQF). 

The ACR's membership has shown a good deal of interest in participating in the PQRI, based on 
feedback and questions received through our website. While the 2007 PQRI does contain 
measures which would allow diagnostic and interventional radiologists to report, as well as 
radiation oncologists, it is the ACR's goal to expand the number of measures applicable to a 
wider range of radiologists in 2008. This includes measures now under development by the 
AMA Consortium's Radiology workgroup relating to CT radiation dose reduction, 
mammography, exposure time reported for fluoroscopy, and expansion of reporting eligibility for 
two existing 2007 PQRI measures related to strokehtroke rehabilitation imaging. While these 
proposed measures are not listed in Table 17 of the proposed rule as under AMAPCPI 
development, it is the ACR's expectation that these measures will likely advance and achieve 

.'. OIG Advisory Opinions 29 May, 2003 (03-12) and (97-5) 15 Oct, 
1997thttp://www.oig.h hs.gov/fiaud/advisoryo~~~io~is/opinions.ht~nl> 
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AQA approval prior to the final rule deadline of November 15,2007 for inclusion in the 2008 
PQRI. 

The ACR supports CMS' proposal, Table 20, to include in the 2008 PQRI, those AQA starter set 
primary care prevention and screening clinical measures that were not included in the 2007 PQRI 
quality measures. The ACR also supports the two structural measures under Table 19, relating to 
adoptionfuse of e-prescribing and electronic health records, but would urge CMS to also consider 
expanding this list to include adoptioduse of electronic Radiology lnformation Systems (RIS) 
and Picture Archiving and Communication Systems (PACS) which are vital ingredients of 
radiology patient safety and quality. 

Addressing a Mechanism for Submission of Quality Measures via a Medical Registry or 
Electronic Health Record 

The ACR supports the concept of allowing individual physician quality measures to be submitted 
directly through the vehicle of a medical registry, avoiding duplicate submission of the same data 
to CMS. We have reviewed the five options for registry-based reporting presented by CMS, and 
believe Option 3 to be the most feasible in terms of minimized burden on reporting physicians, 
and the fact that only aggregate individual physician reporting and performance rates must be 
reported out of the registry. Our major concern is the potential discoverability, under the 
Freedom of lnformation Act, of individual physician reporting and performance rates, and the 
counterproductive chilling effect this might have on physician registry participation. The ACR 
supports the pilot testing of registry-based reporting in 2008, but is unable to participate at this 
time as our registries are not collecting any PQRI data. 

TRHCA-Section 101(d): PAQI 

The following comments concern how CMS will use the $1.35 billion Physician Assistance and 
Quality Initiative (PAQI) Fund. Under the Tax Relief and Health Care Act of 2006 (TRHCA), 
CMS has the option of using all of this money for continuing PQRI bonuses in calendar 2008, or 
applying these funds to buy down the negative update to the Medicare Physician Fee Schedule for 
calendar year 2008. CMS has stated its preference to use the PAQI funds to support PQRI 
bonuses in 2008. ACR believes it is vital that the momentum built under the 2007 PQRI be 
maintained by assuring the program continues to pay bonuses in 2008. However, the payment of 
bonuses should be funded as a supplement to Medicare physician reimbursement, and not at the 
expense of lowering overall physician payments under the 2008 Medicare Physician Fee 
Schedule. 

Speakers at a major pay for performance conference held in Boston in August frequently pointed 
to a performance bonus in the 5 to 10 percent range as the minimum necessary to effectively gain 
the attention of providers; a PQRI devoid of a bonus payment would all but end interest in this 
valuable Federal effort to raise the bar on quality for Medicare beneficiaries. As such, the ACR 
recommends that PQRI bonus funding be independent, and not at the expense of, the 2008 
Medicare Physician Fee Schedule update. 
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Physician Self-Referral Provisions 

General 

CMS acknowledges that the medical landscape has evolved since Congress extended the Stark 
law in 1993 to reach radiology and radiation oncology services. There has been unanticipated 
and significant growth in the use of medical imaging services, particularly MRI, CT and PET. 
The ACR believes that much of the growth of medical imaging can be explained by the shift from 
the use of invasive surgical and diagnostic procedures to the use of non-invasive medical imaging 
studies; the maturation of technologies and the dissemination of their c,apabilities to practicing 
physicians; and the overall benefit to patients to establish a timely and accurate diagnosis for the 
clinical problems. 

However, because medical imaging is safe, non-invasive and well tolerated by patients, there is a 
high potential for inappropriate utilization of these services. At the same time, because these high 
end procedures are necessary to the care of many patients with both medical and surgical disease, 
many non-radiologist physicians and physician groups have purchased high-end imaging 
equipment not only to provide these services for their patients but to also increase the ancillary 
income for their practices. As this trend has evolved, CMS' recognition that more imaging 
services occur today under the protective umbrella of the in-office exception that "are often not as 
closely connected to the physician practice" is truly an understatement of the problem. 

In addition to outright purchase of high-end imaging equipment, self-referring physicians have 
entered into leasing arrangements, purchasing of diagnostic tests and reassignment arrangements 
that circumvent and subvert the original intent of the Stark legislation's ban on inappropriate self- 
referral. In its comments to CMS on the CY 2007 MPFS proposed rule, the ACR strongly 
supported the CMS proposals to restrict abuse through tightening the rules on purchased 
diagnostic tests and reassigned claims. We are pleased that CMS, in its CY 2008 MPFS 
proposed rule, has decided to augment its 2007 proposed restrictions and extend those 
restrictions to include potentially abusive leasing arrangements, percentage-based 
compensation arrangements, services furnished "under arrangements," as well as to invite 
comments on amending the in-office ancillary sewices exception. 

In general, the ACR does not believe these proposals to be confusing or unfair, nor dos the ACR 
consider them to create uncertainty, ambiguity or create barriers to the delivery of care. To the 
contrary, the ACR believes that barriers to the delivery of high quality care are inherent in 
the perverse effect on medical decision making that is engendered by the conflict of interest 
in self-referral of imaging. 

In-Office Ancillary Services Exception 

The ACR strongly supports CMS revisiting and changing the in-office ancillary exception. As 
explained below, the ACR believes that, due to their complex specialized nature, "advanced 
imaging studies" that involve CT, MR and PET, as well as radiation therapy, should never be 
defined as "ancillary" services and, therefore, should not qualifL for the in-office ancillary 
services exception. Additionally, the ACR recommends that CMS require that physicians 
provide in-office ancillary services within one hour after a patient's scheduled office visit. 
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We also recommend that CMS modify the definition of a "centralized building" to a 
location within five miles of the building where a physician or medical group furnishes 
designated health services. We would support CMS implementing this definition only if it 
adopts the ACR's recommendations to restrict the time and eliminate certain imaging services 
from those qualifying for the in-office medical exemption. Finally, the ACR recommends that 
non-specialist physicians should not be able to use the in-office ancillary exemption to refer 
patients for specialized services involving the use of equipment owned, leased, or controlled 
through a joint venture by the referring physician unless the equipment provides the simple 
and truly "ancillary" services that Congress originally intended in this exception. 

The ACR believes that the in-office ancillary exception, as it is currently structured, has been 
counterproductive to what was originally proposed by Congress under the Stark laws. Congress 
intended to eliminate conflicts of interest for physicians in ordering imaging tests. Thus, while 
the laws preclude physicians from referring to an imaging center in which they have a financial 
interest under the in-office exemption, they do not preclude physicians from purchasing and 
owning the imaging equipment themselves. It was initially believed that the high cost of this 
equipment would deter most if not all physician practices from entering this market, but as the 
technology has matured and used imaging equipment became available, more and more self- 
referring physician practices have entered the market because they view imaging as a major 
ancillary revenue source. Unfortunately, these self-referring physicians now have significant 
financial incentives to order high-end imaging studies in order to get a return on their 
investment..'. CMS has long recognized an inherent conflict of interest when physicians are 
allowed to provide pharmacy services to their patients by prescribing medications and then 
selling the prescribed medication to their patients. We believe it is time to recognize that the 
same type of conflict arises when physicians are permitted to order medical imaging and then sell 
that imaging to their patients. 

The ACR agrees with CMS that the original intent of the Congress in establishing the in-office 
ancillary services exemption was to allow patients to receive a test or procedure at the time of the 
office visit that was truly ancillary to the office visit and necessary to the diagnosis and treatment 
of the condition that brought the patient to the physician's office. Congress assumed that such 
testing would involve simple examinations such as laboratory tests and simple x-rays to visualize 
a fracture or a pneumonia. Congress simply could not have anticipated the expansion of this 
regulation beyond its original intended purpose and the subsequent abuse this expansion has 
permitted. Advanced imaging tests involving CT, MRI and PET clearly do not represent 
"ancillary" services. These tests are sophisticated imaging examinations, requiring the expertise 
of specialty physicians and technologists with advanced training in radiation safety, examination 
design and protocol and interpretation of complex image datasets sometimes involving thousands 
of images for a single patient. The argument that these tests are necessary to assist the physician 
at the time of the visit is spurious at best and deceitful at worst. 

Likewise, radiation therapy services have no place in the referring physician's office and should 
never be considered as "ancillary" services. Radiation therapy represents a clearly 
distinguishable consultative medical service that is provided only after thorough evaluation of the 
patient's medical condition by many consultants. It is never provided as an ancillary service for 

.'. Oran Technologies. Association of Otolaryngology Administrators. An Introduction to In-OfJice CT. 
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the "convenience" of the patient, and to allow self-referring physicians to provide it under the in- 
office ancillary services exemption is indefensible. 

In-office imaging and radiation therapy may also deprive patients of the significant peer-review 
benefit of independent interpretation of the diagnostic studies and independent evaluation of the 
appropriate method of radiation treatment for cancer patients, which in turn may lead to 
unnecessary surgery or other treatment. When a physician with a clear financial interest is 
permitted to refer, perform, interpret and act on the findings of a diagnostic examination or make 
a financially-motivated decision on a course of radiation treatment, the patient is deprived of an 
objective outside review of the process under medical practice standards, peer-review and case- 
by-case oversight. 

Despite claims that patients receive more convenient service from undergoing a study in an MR 
or CT scanner in their office suite, physicians have taken advantage of the in-office ancillary 
services exception, using financial incentives to more frequently order medically questionable 
studies and then fail to have a trained imaging specialist interpret them. In the physician office 
setting, studies such as CT, MRI and PET seldom, if ever, occur within the hour for patients for 
their patient's convenience. In fact, research shows that fewer than three percent of myocardial 
perfusion and PET nuclear medicine studies, along with MR and CT studies, even take place on 
the same day a patient visits a physician's office. Such sophisticated imaging studies require 
separate scheduling and patient preparation (e.g., fasting before study, pre-ingestion of drugs 
and/or contrast media). 

These separately scheduled studies can be provided at a location where there is no financial 
interest to the referring physician, just as easily as they can be provided in the referring 
physician's office. Allowing these services to be performed in a "centralized building" is 
completely contradictory to the intent of Congress in creating this exception. 

Congress and CMS have imposed laws and regulations that attempt to mitigate this problem by 
reducing the reimbursement for these high end examinations. Unfortunately, this only 
incentivizes those physicians who own or lease imaging equipment to order more studies in order 
to maintain the profitability of their equipment and inappropriately penalizes hospitals and 
independent imaging centers. 

The ACR, historically, has opposed self-referral arrangements because they may improperly 
affect medical decision-making and may compromise quality patient care. There can be no 
question that self-referral in the United States, particularly in diagnostic imaging, has contributed 
to skyrocketing health care costs and frequently impeded quality of care. The Bluecross 
Blueshield Association in 2003 and the Medicare Payment Advisory Commission (MedPAC) in 
2005 each reported that diagnostic imaging was the fastest growing type of medical expenditure 
in the United States, with an annual growth rate of nine percent that more than doubles general 
medical procedures..3. Technology developments in magnetic resonance imaging (MRI), 

.3. Miller, Mark E., Ph.D. MedPAC recommendations on imaging services. Testimony to Subcommittee on 
Health Committee on Ways and Means. March 2005. 
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computed tomography (CT) and ultrasound, coupled with a regulatory vacuum, have created 
incentives for entrepreneurs and clinicians to increase imaging vo~ume..~. 

Such accelerated volume has certainly led to many unnecessary imaging procedures performed by 
self-referring physicians..5. As the MedPAC and BlueCross BlueShield data illustrate, more 
physicians are responding to financial and regulatory incentives to send their patients "where the 
money is.".6. Even more importantly, inappropriate and unnecessary medical imaging may 
compromise patient safety by exposing those patients to excess radiation. The ACR maintains 
that appropriate use of imaging services, competently performed and interpreted, will maintain 
quality of care and decrease health care costs. 

Fundamentally, in-office medical imaging has proliferated because of the acquisition of high-tech 
imaging equipment by physicians who were not trained as radiologists, or even to supervise the 
operation of equipment or oversee these specialized procedures. Radiologists are trained for at 
least 4 years and usually as many as 5 or 6 years to perform and interpret imaging studies. In 
their practices, they do not have the opportunity to self-refer. All their patients are referred to 
them by other physicians, for no other reason than that they desire information about their 
patients. Conversely, nonradiologist physicians who operate their own imaging equipment (or, 
through various indirect arrangements own equipment to which they refer) are almost always in a 
position to self-refer or to refer within their group (which is essentially the same thing as self- 
referral). 

Recent data illustrate how self-referral has spurred imaging utilization. The Department of 
Radiology at Thomas Jefferson University Hospital years ago formed the Center for Research on 
Utilization of Imaging Services (CRUISE). David Levin, M.D., and his colleagues have studied 
utilization trends and practice patterns in imaging, primarily using the CMS PhysiciadSupplier 
Procedure Summary Master Files. Their data have corroborated other studies and that have 
shown quite clearly that self-referring physicians are a major contributor to the rapid growth the 
Medicare program is experiencing in imaging. 

Notably, a recently completed CRUISE study by Dr. Levin, et al. compared utilization trends in 
MRI, CT, and nuclear scans done on units owned by radiologists or nonradiologist physicians in 
their private offices. Between 2000 and 2005, the MRI utilization rate per 1000 Medicare 
beneficiaries increased by 83 percent in radiologist offices, compared with 254 percent in 
nonradiologist offices. The CT utilization rate increased by 109 percent in radiologist offices, 
compared with 253 percent in nonradiologist offices. The nuclear scan rate increased 40 percent 
in radiologist offices, compared with 192 percent in cardiologist offices (cardiologists are the 
only other specialty having major activity in nuclear scanning). These data substantiate the 

.4. BlueCross BlueShield Association. (2003). Medical Technology as a Driver ofHealthcare Costs: 
Diagnostic Imaging. 

.5. Moskowitz H, Sunshine J, Grossman D, Adams L, Gelinas L. "The effect of imaging guidelines on the 
number and quality of outpatient radiographic examinations." American Journal of Radiology. 2000 : 
175:9-15. 

.! Hoangmai H. Pham, Kelly J. Devers, Jessica H. May, and Robert Berenson 
"Financial Pressures Spur Physician Entrepreneurialism." Health Afairs, March/April2004; 23(2): 70-8 1. 
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concerns that CMS has raised and further solidify the evidence against continuation of the in- 
office ancillary services exemption as it is currently structured. 

The ACR understands that there are situations where the in-office ancillary services exception 
continues to be appropriate and include ultrasound in an obstetrician-gynecologist's office; 
echocardiography that cardiologists perform and interpret; and simple imaging examinations that 
need to take place for acute conditions and can be provided immediately (i.e., x-rays for possible 
fracture or pneumonia). In these situations, patients should be advised that their physicians own 
this equipment and are performing the studies to provide immediate patient care. 

In response to the questions raised by CMS, the ACR firmly believes that changes to the in- 
off~ce ancillary exemption are necessary. 

The ACR recommends that certain medical services should not qualify for the in-office 
ancillary services exemption. Services that should not qualify, and should never be defined 
as "ancillary", are CT, CTA, MRI, MRA, PET, PETICT and radiation therapy. 

The ACR also recommends that restrictions should be placed on any service provided 
under the in-off~ce ancillary services exemption to require that the exempted ancillary 
service must be provided within one hour of the time of the office visit. 

In response to the questions of whether and how to change the definitions of "same 
building" and "centralized building" the ACR believes that, if convenience and timeliness of 
diagnosis are the rationale for the in-off~ce ancillary services exception, CMS should require 
that a "centralized building" be within five miles of the building where the physician o r  
medical group furnishes medical services. We would support this definition only if CMS 
adopted the ACR recommendations for time restriction and deletion of certain medical 
services from those qualifying for the in-off~ce medical exemption. 

The ACR recommends that non-specialist physicians should not be able to use the in-office 
ancillary services exemption to refer patients for specialized services involving the use of 
equipment owned, leased, o r  controlled through a joint venture by the referring physician 
unless the equipment provides the simple and truly "ancillary" services originally intended 
in this exception. 

Changes to Reassignment and  Physician Self-Referral Rules Relating to Diagnostic 
Tests [ Anti-Markup Provisions] 

CMS again proposes to apply the "anti-markup" provision on the technical and professional 
component of diagnostic tests. This proposal would prevent imaging providers from marking up 
the TC or PC of studies, whether or not a billing physician or medical group outright purchases 
the professional component or the technical component, or whether the TC or PC provider 
reassigns his or her right to bill to the billing physician or medical group (unless the performing 
supplier is a full-time employee of the billing entity). 

CMS also seeks comments on whether to impose the anti-markup rule to TCs that occur in a 
"centralized building." The ACR recognizes that CMS wants to close a perceived loophole in 
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which a part-time or leased group employee performs the technical component of imaging in a 
"centralized building," but the group neither gets a reassignment from the employee technician 
(one who cannot bill the TC or PC directly), nor buys the TC outright from the technician. The 
ACR supports CMS applying the anti-markup provision to TCs that are performed in a 
"centralized building." 

The ACR continues to share CMS' concern "that allowing physician group practices or other 
suppliers to purchase or otherwise contract for the provision of diagnostic tests and then to realize 
a profit when billing Medicare may lead to patient and program ab~se.".~. For example, the ACR 
has learned of arrangements where the technical component (TC) for MRI procedures performed 
under a lease arrangement is billed to Medicare at a significant markup to the supplier's actual 
charge to the billing entity. The billing entity (usually the self-referring physician or medical 
group) thus is essentially in the role of a "broker" of imaging services. They neither provide the 
actual service nor interpret the images. Nevertheless, they garner the lion's share of the 
reimbursement for the simple process of "brokering" the transaction, in which their patient is 
captive and is not offered a choice of imaging provider. 

Generally, the ACR agrees with the language proposed by CMS to amend Fj 424.50 and 5 424.80 
of its regulations. The ACR has advocated that Congress and CMS adopt quality standards to 
reverse this disturbing trend, ensure program integrity and safeguard against patient abuse. 
Consequently, we believe that the proposed purchased diagnostic test and reassignment changes 
could advance those critical objectives by influencing many physicians, medical groups and other 
entities to separately bill the technical and professional components of diagnostic studies. 

The ACR supports CMS7 proposal to exempt from the anti-markup provision diagnostic tests 
that independent laboratories have not ordered themselves. The ACR urges CMS to extend this 
exemption to radiologists' omces. However, we are concerned that the proposed anti-markup 
provisions include services performed by independent contractors and part-time employees of the 
billing physician or medical group. We believe that excluding only full-time employees of the 
billing physician or medical group from the anti-markup proposals could impair many legitimate, 
non-abusive arrangements where radiology practices engage exclusive contractors or employ 
exclusive part-time radiologists or in which radiologists independently contract with or are part- 
time employees of multiple radiology groups that do not engage in self-referral. The ACR offers 
the following alternative proposal. Since radiologists are not in a position to profit from abusive 
self-referral, CMS should extend the anti-markup exclusion to contractors and part-time 
employees of radiology physicians or radiology groups. 

The ACR recommends that CMS change the language in the first column on page 38180 of 
the proposed rule to read "(unless the performing supplier is a full-time employee of the 
billing entity or the billing entity is a radiologist or radiology group)." 

.? 2007 Medicare Physician Fee Schedule Proposed Rule. Federal Register. Vol. 71, No. 162.22 August, 
2006. 
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Unit-of-Service (Per-Click) Payments in Space and Equipment Leases 

CMS proposes that the Stark regulatory exception for space and equipment leases may not 
include per click-based payments to a physician lessor for services rendered by an entity lessee to 
patients who are referred by the physician to the entity. The agency believes that such 
arrangements "are inherently susceptible to abuse" because the physician lessor would have a 
clear incentive to profit by referring more patients to the lessee. Imaging leases have boomed 
since CMS initially proposed the Stark spacelequipment rental exception in 1998. Given the 
Congress' and state attorneys general interest in lease transactions, ACR welcomes CMS 
focusing on per-click leases in the Rule. We strongly support banning time-based and unit-of- 
service based leases, with a one-year grace period to allow physicians who have these leases to 
unwind them. 

The ACR maintains that per-unit or "per click" leases fuel an incentive to order unnecessary 
examinations that is essentially as potent as if the ordering physician is a partner in a joint 
venture. Additionally, incentives to order unnecessary examinations are just as strong for non- 
Medicare patients..8. This further extends the waste of health care dollars. 

Professor Jean Mitchell conducted a recent study, finding that almost half of all imaging done 
outside of the hospital setting was done in a self-referral situation by non-radiologists for CT, MR 
and PET. Among this group that billed for these procedures, 61 percent of MR, 64 percent of CT 
and 30 percent of PET billings were from groups that did not have equipment in their offices.-9. 
For MR and PET, the data showed that the share of statewide volume billed by the physicians has 
grown dramatically since 2000. Many self-referring physicians have made the argument that 
there is a need to have CTs, MRs and PET machines in their office for patient convenience. 
Mitchell believes, and the ACR agrees, that the large amount of billings of these leases or "per 
click" arrangements located outside of their offices undermines the convenience argument. 

The ACR encourages CMS to use its authority under section 1877(e)(1:) of the Act to prohibit 
time-based or unit-of-service-based payments to an entity lessor by a physician lessee, to the 
extent that such payments reflect services rendered to patients sent to the physician lessee by the 
entity lessor. 

Perhaps the most abusive unit-of-service leasing arrangement is the scheme whereby a referring 
physician leases space on a unit-of-service or per diem basis from a MRI facility and then submits 
a claim to Medicare for the global fee..l0;.". Other provisions of this CY 2008 MPFS proposed 
rule 

.'. Mitchell, I., "The Prevalence of Physician Self-Referral Arrangements After Stark 11: Evidence From 
Advanced Diagnostic Imaging", Health Affairs, April 16,2007. 

.4 Mitchell, J., "The Prevalence of Physician Self-Referral Arrangements After Stark 11: Evidence 
From Advanced Diagnostic Imaging", Health Affairs, April 16,2007. 

.I0. David Armstrong. WSJ May 2,2005: "Own Image: MRI and CT Centers Offer Doctors Ways to Profit 
on Scans; Physicians Pay a Flat Fee For Procedures, Then Bill Insurers - at Higher Rate; Navigating Legal 
Landscape." .Wall Street Journal. 2 May, 2005. 
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would restrict any abusive profit to the lessee physician or medical group under such an 
arrangement. However, since the marketplace has repeatedly created an "advisory industry" (see 
attachment) to find loopholes, the ACR believes CMS could firmly close the door on such abuses 
by prohibiting all such arrangements. 

The ACR believes that most leasing arrangements are economically driven, do not contribute to 
patient convenience or any other attributes that promote better patient care and generally drive up 
utilization. The ACR supports a ban on all time-based and unit-of-service-based leasing 
arrangements. 

The ACR supports a one-year grace period to allow unwinding of such banned leasing 
arrangements. 

"Set in Advance" or Percentage-Based Compensation Arrangements 

In a further attempt to curtail certain abusive arrangements, CMS would clarify its original intent 
that percentage compensation arrangements could be used only for compensating physicians for 
the services they perform by disallowing arrangements that pay for services and items, e.g., 
medical equipment and office space, on a percentage of revenues the equipment or space realizes. 
CMS only would allow percentage-based compensation to pay for physician services that a 
physician personally performs; and that must be derived directly from service-related revenues. 

In 2002, the ACR commented to CMS that it supported the ability of physicians to receive 
compensation for their professional services on a percentage-basis. The ACR agrees with CMS' 
decision to continue allowing such arrangements and proposed action to curtail potentially 
abusive percentage compensation arrangements to physicians for non-professional services. 

Stand in the Shoes 

The ACR shares the concern of CMS that inserting entities or contracts into a chain of financial 
relationships linking a DHS entity and a referring physician is a subterfuge that intends to 
circumvent Stark self-referral prohibitions. Therefore, the ACR supports CMS' proposal to 
amend 5 411.354(c) to require a DHS entity to stand in the shoes of another entity it owns, 
to which physicians refer Medicare patients for DHS. 

Under Arrangements 

CMS also proposes to restrict certain services furnished 'under arrangements.' CMS is trying to 
determine the best approach to prohibit certain arrangements under which physicians supply 
items and services to DHS entities. For instance, a group of radiologists and cardiologists form a 
joint venture to purchase a 64-slice CT scanner to establish a cardiac imaging center on an 
academic medical center's campus. Instead of enrolling the venture as a supplier with Medicare 
and commercial payers, the venture enters into an "under arrangements" contract with the 
hospital. The venture would provide imaging services to registered hospital outpatients (some of 
whom the cardiologists would refer), while the hospital bills for the services rendered to 

.I1. Bruce Jaspen. "Doctors' MRI Deals a "Sham", State Says." .Chicago Tribune. 10 May, 2007. 
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Medicare beneficiaries under the HOPPS. In return, the hospital pays the venture a negotiated 
contract'rate for each study it performs. 
Current Stark rules do allow such referrals by the cardiologists to the joint venture for imaging 
because the cardiologists technically are not referring to the joint venture "entity," but rather to 
the hospital. Only hospitals submit claims to Medicare in the "under arrangements" context. 
CMS proposes to curb the risk of imaging overutilization by expanding its definition of "entity," 
so that a DHS entity includes both the person or entity that performs the DHS, and the person or 
entity that submits claims or causes claims to be submitted to Medicare for the DHS. CMS 
recognizes that independent diagnostic testing facilities (IDTFs), ambulatory surgical centers 
(ASCs) and other non-hospital settings have taken advantage of the "under arrangements" 
opportunity. Accordingly, CMS solicits comments on whether to adopt its approach; MedPAC's 
recommendation of broadening the Stark definition of "physician ownership;" or a combination 
of both approaches. If CMS adopts any of these approaches, the U.S. imaging environment 
would change dramatically. Referring physicians apparently would not be able to participate in 
joint ventures that provide services to hospitaIs and others "under arrangements." 

The ACR historically opposes any financial arrangements that could harm patients, or give an 
economic incentive to perform unnecessary imaging. Therefore, we have supported federal 
legislative and regulatory action to prohibit self-referral or restrict its influence on patient care 
decisions. 

CMS' fundamental concern that many referring physicians have prospered from joint venturing 
with hospitals for imaging services via "under arrangements" is shared by the ACR. These 
arrangements are essentially thinly veiled substitutes for the imaging centers that were the 
original target of the Stark laws. Many of these deals do not appear to have any clinical value yet 
they may well increase costs to Medicare beneficiaries and the Medicare program. Thus, the 
ACR believes the CMS proposal to tighten "under arrangements" services could benefit 
patient care and reduce undue financial incentives. 

However, the ACR is concerned that the proposal to change the definition of entity at 9416.351 to 
include both the person or entity that performs the DHS as well as the person or entity that 
submits claims or causes claims to be submitted to Medicare for DHS may not have its desired 
effect due to potential ambiguity in the interpretation of the meaning of "performs." While the 
ACR supports this proposed change, we recommend that, in its Final Rule, CMS more 
specifically define the meaning of "performs" to avoid creation of future loopholes. 

The ACR is also concerned that the implementation of this "under arrangements' proposal, as 
well as the preceding "stand in the shoes" proposal, if instituted without a comprehensive 
implementation of all other CMS proposals in this rule, as well as recommendations from ACR 
on the in-office ancillary services exception, could lead to formation of multi-specialty groups of 
referring physicians for the sole purpose of providing high-cost imaging under the umbrella of the 
in-office ancillary services exception. This subterfuge would result in no relief from the current 
abusive practices and could result in a severe revenue loss for already-besieged hospitals. 

The ACR, therefore, recommends that CMS not implement its proposed policies on self- 
referral on a piece-meal basis, but rather implement them in a comprehensive package that 
allows no escape for abusive practices. 
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In an environment where there is no shortage of legal advice to individuals who desire to benefit 
from regulatory loopholes, the ACR believes that CMS should tighten the noose on potentially 
abusive self-referral by using all the tools at its disposal. Therefore, the ACR supports 
including the MedPAC recommendation to expand the definition of physician ownership in 
the current CMS proposal on services furnished "under arrangements." 

Additionally, we would recommend changing the language of the MedPAC 
recommendation to state "....an entity that derives a substantial proportion of its revenue 
from a provider of designated health services or  from the business of providing designated 
health services." We would also recommend that, for this purpose, a "substantial" portion 
of revenue should constitute 50 percent o r  greater. 

As CMS noted in an earlier Stark 11 final rule (Phase I;  January 4,2001:), restricting "under 
arrangements" could disrupt patient care and cause administrative burden to physician practices 
and hospitals. We are aware that certain physician groups who are party to "under arrangements" 
have negotiated termination clauses if the arrangements no longer comply with federal law or 
rules. 

However, should CMS adopt its proposal in the final MPFS rule effective January 1,2008, 
we acknowledge that many physician-hospital ventures would need to be unwound. The 
ACR, therefore, recommends that CMS consider affording a one-year grace period to such 
ventures. 

Conclusion 
Thank you for the opportunity to comment on this proposed notice. The ACR encourages CMS 
to continue to work with physicians and their professional societies. The ACR looks forward to a 
continuing dialogue with CMS officials about these and other issues affecting radiology. If you 
have any questions or comments on this letter or any other issues on radiology, please contact 
Angela Choe at 800-227-5463 ext. 4556 or via email at .achoe(3acr.org.. 

Respectfully Submitted, 

,&-,1/1~c).~ 

Harvey L. Neiman, MD, FACR 
Executive Director 

cc: Ken Simon, MD, CMS 
Pamela West, CMS 
Rick Ensor, CMS 
Ken Marsalek, CMS 
John A. Patti, MD, FACR, Chair, ACR Commission on Economics 
Bibb Allen, Jr., MD, FACR, Vice-Chair, ACR Commission on Economics 
Pamela J. Kassing, ACR 
Maurine Spillman-Dennis, ACR 
Angela J. Choe, ACR 
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CMS 

As practicing urologist in Brazoria county, Texas, I have been providing my patients lithotripsy and 
other cutting edge therapies. I have an interest in a partnership with Healtronics that provides shock- 
wave lithotripsy and laser services. By accepting the risk of providing these costly services when 
hospitals refused to do so, urology joint ventures have greatly expanded patients access to effective 
treatments in Brazoria and Harris County. 

The burden of proof required in this new proposal is detrimental to my practice. I already have to take 
care of the health problems of my Medicare beneficiary patients at a charitable price set by CMS and 
now I face a burden of proof. I would just like to focus on providing good quality health care for my 
patients and not have to worry about burden of proof. 

Hospitals are generally unwilling to take risks and are often operating on razor-thin margins. They are 
averse to bearing the risk of low volume usage for new and innovative technologies and services. When 
physician joint ventures bring these beneficial technologies to hospitals, the hospital may require per 
click arrangement to protect themselves from the risk of low volume. 

Percentage-based compensation enable new treatments and technologies to be offered for low or no 
volume procedures. An entity that brings the new technology should be compensated in proportion to 
the payments. 

Stand in the Shoes 
CMS reimbursement for ASCs are less than for hospitals. Many ASCs are owned or partially owned by 
hospitals with joint venture with physicians. If CMS views this as illegal then it would stifle future 
development of services that could be provided on a joint venture because lots of hospitals cannot afford 
to take all the financial risks involved. 

For Services furnished under arrangements, I believed that, at least for the urological joint ventures, 
the primary purpose of physician investment is to improve patient care. We, physicians, want to have 
new technology available for our patients in order to provide the best patient care. 

As the court in ALS vs Thompson noted, extracorporeal shock wave lithotripsy is not a DHS. 

Finally, it appears to me that the reason CMS wants to ban services under arrangements where there is 
MD ownership is because it has heard of questionable diagnostic imaging arrangements. There is not 
identification in our case about abuse with lithotripsy or lasers. 

Thanks for your time. 

Sincerely, 

Phil Blake, MD, FACS, FICS 
Member of Healthronics 
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