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Baltimore, Maryland 21244-1 850 

Re: Ambulatory Sur~ical Center Payment System and CY 2008 Payment 
Rates (CMS-1506-P) 

Dear Ms. Nonvalk: 

The Advanced Medical Technology Association (AdvaMed) welcomes the opportunity to 
comment on the Centers for Medicare and Medicaid Service's (CMS) Proposed 2008 
Revised Ambulatory Surgical Center Payment System rule (CMS-1506-P, Federal 
Register, Vol. 71, No. 163, Tuesday, August 23,2006, p. 49505). AdvaMed is the 
world's largest association representing manufacturers that produce the medical devices, 
diagnostic products, and health information systems that are transforming health care 
through earlier disease detection, less invasive procedures, and more effective treatments. 
Our members produce nearly 90 percent of the health care technology purchased annually 
in the United States and more than 50 percent purchased annually around the world. 
AdvaMed members range from the largest to the smallest medical technology innovators 
and companies. 

AdvaMed appreciates the considerable effort you and your staff have devoted to the 
development of the revised Ambulatory Surgical Center (ASC) payment system and the 
development of the 2008 ASC payment rates. While we are pleased with some of the 
proposed changes we remain concerned with other proposals. Our comments will 
address our concerns and support for provisions within the rule. 

Bringing innovation to patient care worldwide 
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AdvaMed's comments will address several issues raised in the 2008 revised system rule 
including: 

ASC Safety Concerns 
o Reducing the Inpatient Threshold from 80% to 50% 
o Safety Criteria 
o Codes with Specific Safety Concerns 

ASC Packaging 
Multiple Procedure Discounting 
Significant Reduction in Payment for Preventive Benefit 
Office Based-Procedures which were not approved for ASCs in 2008 but 
are allowed in the Hospital Outpatient Department 
ASC Inflation 
ASC Payment Phase-in 
ASC Conversion Factor 
New Technology 
ASC Updates 

ASC Safety Concerns 

The Centers for Medicare and Medicaid Services (CMS) has proposed to expand the list 
of ASC covered procedures to include all procedures in the surgical range of the CPT 
codes which do not pose a safety risk to Medicare beneficiaries or require an overnight 
stay. While AdvaMed commends CMS's efforts to expand the list of procedures that can 
be performed in an ASC, we have concerns that some of the procedures that have been 
proposed for addition to the list do not meet the clinical safety guidelines outlined by 
CMS and that the criteria used to expand the list, as it relates to inpatient procedures 
moving to the ASC may not be stringent enough. It is especially important that safety 
concerns be addressed for the seniors and disabled Americans who receive care through 
the Medicare program. 

Reducing the Inpatient Threshold from 80 Percent to 50 Percent -- The proposed rule 
relies on CY 2005 Part B Extract Summary System (BESS) data to determine the location 
in which a procedure is typically performed. CMS used the BESS data to determine the 
percentage of time procedures were performed in various settings and used this 
information to assess the appropriateness of performing a procedure in the ASC setting. 
In the case of inpatient procedures CMS determined that procedures performed 80 
percent or more of the time in an inpatient setting should not be performed in an ASC. In 
support of this, CMS states that procedures which are completed more than 80 percent of 
the time in the inpatient setting are intensive and tend to require more post-operative care. 

While AdvaMed supports CMS's application of a percentage of inpatient utilization as a 
threshold for ASC payment exclusion we recommend that the threshold be reduced from 
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80 percent to 50 percent. We further recommend that this standard be applied to codes 
approved for performance in the ASC on or after January 1,2008. Procedures performed 
in the inpatient department more than 50 percent of the time are typically clinically 
complex and have a higher risk of complications and extensive post-operative care. Use 
of this percentage would ensure that procedures done the majority of time (>50%) in the 
inpatient setting would be excluded from ASC payment. 

Safety Criteria-- The Centers for Medicare and Medicaid Services (CMS) is proposing 
an expansion of the list of surgical services that will be covered and paid for when 
performed in an Ambulatory Surgical Center (ASC). CMS proposes to modify the 
criteria for determining whether a procedure is appropriate in an ASC setting by 
eliminating the current requirement that ASC-eligible procedures require no more than 
ninety minutes operating time, four hours recovery time, or ninety minutes of anesthesia. 
CMS proposes to maintain the requirements that ASC procedures not require an 
overnight stay, involve major blood vessels, result in extensive blood loss, involve 
prolonged or extensive invasion of body cavities, be emergent or life-threatening, or pose 
a significant safety risk. 

CMS does not define many of the terms used in determining whether it is appropriate to 
perform a procedure in the ASC setting and relies on its medical advisors to make those 
determinations. AdvaMed recommends that CMS adopt guidelines for use in clarifying 
the safety criteria used to assess whether a procedure should be performed in an ASC 
particularly as it relates to the definition of major blood vessel(s) and extensive blood 
loss. 

According to CMS, procedures in the surgical range of CPT (10000-69999) meeting the 
following criteria are excluded from the ASC list under the current program and will 
continue to be excluded from payment under the system proposed for 2008 and beyond: 

Directly involve major blood vessels 

Result in extensive blood loss 

Require prolonged or extensive invasion of body cavities 

Generally are emergency or life-threatening in nature 

The terms "major blood vessel," "extensive blood loss," and "prolonged or extensive" are 
not defined within the ASC regulation. CMS's medical advisors evaluate procedures to 
determine if they meet the criteria for addition to the list of ASC covered procedures. In 
an effort to more readily identify procedures which satisfy ASC safety criteria, AdvaMed 
recommends that CMS create standardized definitions that may help in determining 
which procedures should be recommended for addition to the list of ASC covered 
procedures. We recommend the following definitions and exclusion criteria: 
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Recommended Definition for "Maior Blood Vessels" 
AdvaMed urges CMS to utilize a definition of "major blood vessel" that provides 
more granularity. AdvaMed recommends that CMS consider adopting the definition 
of "major blood vessel" used by Seeley, Stephens, and Tate in their medical text 
Essentials of Anatomy and Physiology, 6h Edition. ' This list includes not only the 
heart and aorta, but also includes vessels providing primary blood supply to major 
limbs and organs including the legs and the kidneys. 2 

Procedures involving some of the vessels defined as "major" by Seeley, et a1 that are 
already performed safely in ASCs (e.g., thrombectomy, percutaneous, arteriovenous 
fistula) have been omitted from the list. As a result the following vessels would be 
included in the definition of "Major Blood Vessels and procedures involving these 
vessels would be excluded from the ASC: 

Heart 

Divisions and Branches of the Aorta 
o Ascending aorta 
o Aortic arch 
o Descending aorta (thoracic and abdominal aorta) 

Arteries of the Shoulder and Upper Limb 
o Right and left subclavian arteries and veins 
o Axillary arteries 

Arteries of the Head and Neck 
o Common, external and internal carotid arteries 
o Vertebral arteries 

Major Branches of the Abdominal Aorta 
o Celiac trunk 
o Superior and inferior mesenteric arteries 
o Renal arteries (supplier of blood to kidneys) 
o Gonadal arteries 
o Common iliac arteries (at 5 level; sole supply of blood to legs) 

Arteries of the Pelvis and Lower Limb 
o Right or left common iliac artery 
o Femoral artery 
o Posterior tibial artery 
o Anterior tibial artery 

' Seeley RR, Stephens TD, and Tate P. Essentials of Anatomy and Physiology, 6" Edition. McGraw-Hill. 
2007: Chapter 13, Blood Vessels and Circulation. 

Id. - 
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Veins Entering the Right Atrium 
o Coronary sinus veins 
o Superior and inferior vena cava 

Veins of the Head and Neck 
o Internal jugular vein 
o Vertebral vein 

Veins of Abdomen and Pelvis 
o Hepatic veins 
o Renal veins 
o Gonadal veins 
o Right and left common iliac veins 

Veins of Lower Limb 
o Anterior and posterior tibia1 veins 

Hepatic Portal System 
o Hepatic portal vein 
o Mesenteric veins 
o Gastric veins 
o Cystic vein3 

Recommended Definition for "Extensive Blood Loss" 
AdvaMed proposes that CMS further define the term "extensive blood loss" to 
refer to procedures that result in the loss of 215 percent of total blood volume 
during the routine performance of the procedure (excluding any pen-procedural 
complications). According to the American College of Surgeons, the loss of <15 
percent of total blood volume typically results in no change in vital signs, and 
fluid resuscitation is not usually necessary. Therefore, a patient losing <15 
percent of total blood volume could presumably be reasonably managed in an 
ASC.~  

Recommended Definition for "Prolonged or Extensive Invasion o f  Body Cavities " 
AdvaMed also suggests that CMS define "major or prolonged" invasion as 
referring to any procedure in which the patient is anesthetized for more than 90 
minutes. 

Id. 
American College of Surgeons' Advanced Trauma Life Support (ATLS). Lllas defined at 
htt~:llen.wiki~edia.org/wikilHemorrhage . 
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Recommended Procedure Exclusion Criteria 

In an effort to further ensure that procedures performed in ASC's are of high 
quality and are appropriate for seniors and the disabled Americans who 
participate in the Medicare Program, AdvaMed would like to recommend some 
additional safety criteria. These criteria address other factors that should be 
considered in determining whether to exclude a procedure from being performed 
in the ASC: 

A. Comorbid Condition Exclusion-- Patients with comorbidities that place 
them at higher risk for adverse outcomes should not be treated in an ASC even 
if the procedure itself is generally allowable in the ASC for other patients. 
Comorbidities that should exclude a procedure from being performed in the 
ASC include: 

Poorly controlled diabetes 

Uncontrolled hypertension 
Significant renal insufficiency 

Cardio-pulmonary failure 

B. Access Methodology Exclusion-- Interventional procedures requiring 
puncture of the femoral artery to gain access should be excluded from 
payment in an ASC. Complications arising during these and other similar 
studies require transport to a hospital for further management while 
maintaining open femoral access. Transporting a patient with an open femoral 
puncture can result in dissection or infection. Interventional procedures are 
associated with a significant rate of peri-procedural complications. In a recent 
study of 97 patients (1 12 interventions), 3 percent had to be admitted to 
hospitals due to complications related to femoral puncture. These 
complications included a major puncture site hematoma requiring blood 
tran~fusion.~ In another study of 197 interventional procedures, 177 of which 
were balloon dilatations, there were 68 complications (35 percent), including 
five patients (2.5 percent) who had significant problems requiring admission 
and active therapy.' Waugh and Sacharias described a significant 
complication rate of 3.6 percent among patients undergoing peripheral 
interventional procedures (63 percent of which were balloon angioplasty 
procedures).8 

Young N, et al. Complications with outpatient angiography and interventional procedures. Cardiovasc 
lntervent Radiol. 2002; 25: 123- 126. 

Akopian G and Katz SG. Peripheral angioplasty with same-day discharge in patients with intermittent 
claudication. J Vasc Surg. 2006;44: 115-8. 
' Young N, et al. Complications with outpatient angiography and interventional procedures. Cardiovasc 
lntervent Radiol. 2002; 25: 123- 126. 

Waugh JR, Sacharias N. Arteriographic complications in the DSA era. Radiology. 1992; 182:243-246. 
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C. Lytic Therapy Exclusion-- Procedures involving blood vessels that, if 
occluded, would require inpatient lytic therapy should not be included on the 
list of ASC covered procedures. Occlusion is commonly found in, or may be 
a complication of, peripheral vascular interventions, and is often managed 
with inpatient lytic therapy. Because lytic therapy is administered on an 
inpatient basis typically via intra-arterial catheters, it would necessitate 
transfer with an open catheter site from an ASC or physician office to a 
hospital. Movement associated with such transfers could result in 
dissectionfperforation. Moreover, transfers involve movement of patients in 
non-sterile environments, increasing the risk of infection. 

Codes with Specific Safety Concerns-- AdvaMed is concerned that a number of the 
procedures that CMS has identified as being appropriate to perform in an ASC starting in 
2008 do not meet CMS's clinical safety criteria. Many of these procedures involve major 
blood vessels, could lead to extensive blood loss, and pose significant risk to the patient's 
safety. Adherence to the safety criteria is important in protecting the health of Medicare 
beneficiaries many of whom are elderly and disabled. The procedures in question are 
outlined below along with the rationale for why they should be removed from the list of 
ASC covered procedures: 

Single chamber pacer system implant (CPT code 33206) -- The lead placement 
inherent in the implantation of a single chamber pacemaker requires the direct 
involvement of major blood vessels. When a pacemaker is implanted, the 
subclavian, cephalic or axillary veins are cannulated and the lead is are advanced 
transvenously through the superior vena cava to the right atrium of the heart. 
Pursuant to 42 C.F.R. section 416.65(b)(3)(iii) of the regulations governing the 
performance of procedures in the ASC setting, procedures that directly involve 
major blood vessels may not be performed in an ASC. Additionally, it is 
important to note that another CPT code specifically designated for single 
chamber pacemaker implantation (33207) is not on the list because it is performed 
as an inpatient procedure 84 percent of the time. These procedures are very 
similar clinically and given their involvement of a major blood vessel, it is 
inappropriate for either procedure to be performed in the ASC. To ensure that 
these services are performed in the appropriate setting, CMS should treat both 
CPT codes 33206 and 33207 equally for purposes of determining the site in which 
they can be safely performed. AdvaMed requests that CMS not allow CPT code 
33206 to be performed in an ASC. 

Upgrade to a dual chamber pacer system (CPT code 33214) - CPT code 
33214 represents the upgrade of a single chamber pacemaker system to a dual 
chamber pacemaker system. The lead placement inherent in the upgrade to a dual 
chamber pacemaker requires the direct involvement of major blood vessels. 
When the pacemaker is implanted, the subclavian, cephalic or axillary veins are 
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cannulated and the lead is are advanced transvenously through the superior vena 
cava to the right atrium or right ventricle of the heart. Pursuant to 42 C.F.R. 
section 416.65(b)(3)(iii) of the ASC regulations, procedures that directly involve 
major blood vessels may not be performed in an ASC. Additionally, the dual 
chamber pacemaker system code (33208) is not on the list because it is performed 
as an inpatient procedure 86 percent of the time. It is unreasonable to include the 
upgrade to a dual chamber pacemaker system on the list, while excluding the dual 
chamber pacer system implant. Both of these procedures are very similar 
clinically and given the involvement of a major blood vessel, it is inappropriate 
for either procedure to be performed in the ASC. CMS should treat both CPT 
codes 33214 and 33208 equally for purposes of determining the site in which they 
can be safely performed. AdvaMed requests that CMS not allow CPT code 33214 
to be performed in an ASC. 

Insert, Repair, Repositioning of pacinddefib lead(s) (CPT codes 33215, 
33216,33217,33218,33220)-- Any procedures including the insertion, repair, 
repositioning of cardiac leads for pacemakers and ICDs involve major blood 
vessels given that the leads are positioned in the subclavian, cephalic or axillary 
veins and the superior vena cava (major blood vessels). Pursuant to 42 C.F.R. 
section 416.65(b)(3)(iii) of the ASC regulations, procedures that directly involve 
major blood vessels may not be performed in an ASC. Therefore, these 
procedures do not meet the criteria for inclusion on the list of ASC approved 
procedures. AdvaMed requests that CMS not allow CPT codes 33215,33216, 
33217,33218, and 33220 to be performed in an ASC. 

LV lead insertion (CPT code 33224) -- The left ventricular lead placement 
requires the direct involvement of major blood vessels. When the left ventricular 
lead is implanted, the subclavian, cephalic or axillary veins are cannulated and the 
lead is are advanced transvenously through the superior vena cava to the left 
ventricle of the heart. Pursuant to 42 C.F.R. section 416.65(b)(3)(iii) of the ASC 
regulations, procedures that directly involve major blood vessels may not be 
performed in an ASC. Additionally, the device that utilizes this lead is indicated 
for heart failure patients who are generally considered a sicker population. This 
factor also makes the procedure inappropriate for an ASC because of the of the 
significant safety risk it poses for Medicare beneficiaries. See 42 C.F.R. section 
416.65(b)(3)(ii). Because this procedure does not satisfy CMS safety criteria, 
AdvaMed requests that CMS not allow CPT code 33224 to be performed in an 
ASC. 

LV lead insertion (CPT code 33225) -- The left ventricular lead placement 
requires the direct involvement of major blood vessels. When the left ventricular 
lead is implanted, the subclavian, cephalic or axillary veins are cannulated and the 
lead is are advanced transvenously through the superior vena cava to the left 
ventricle of the heart. Pursuant to 42 C.F.R. section 416.65(b) (3(iii) of the ASC 
standards, procedures that directly involve major blood vessels may not be 
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performed in an ASC. Additionally, this code is always performed as an add on 
code to 33208 and 33249 (or the G codes), which are codes that are not currently 
included in the list of ASC covered procedures. Therefore, AdvaMed requests that 
CMS not allow CPT code 33225 to be performed in an ASC. 

Repositioning of the LV lead (CPT code 33226) -- Any procedures including 
the insertion, repair, repositioning of cardiac leads involve major blood vessels 
given that the leads are positioned in the subclavian, cephalic or axillary veins and 
the superior vena cava (major blood vessels). Pursuant to 42 C.F.R. section 
416.65(b)(3)(iii) of the ASC regulations, procedures that directly involve major 
blood vessels may not be performed in an ASC. Additionally, the device that 
utilizes this lead is indicated for heart failure patients who are generally 
considered a sicker population. This factor also makes the procedure 
inappropriate for an ASC because of the of the significant safety risk it poses to 
Medicare beneficiaries. 42 C.F.R. section 416.65(b)(3)(iv). Because this 
procedure does not satisfy CMS safety criteria, AdvaMed requests that CMS not 
allow CPT code 33226 to be performed in an ASC. 

Removal of transvenous pacemaker electrode(s); single lead system, atrial or 
ventricular (CPT 33234) - Any procedures including the removal of cardiac 
leads involve major blood vessels given that the leads are positioned in the 
subclavian, cephalic or axillary veins and the superior vena cava (major blood 
vessels). Pursuant to 42 C.F.R. section 4.16.65(b) (3(iii) of the ASC regulations, 
procedures that directly involve major blood vessels may not be performed in an 
ASC. Because this procedure does not satisfy CMS safety criteria, AdvaMed 
requests that CMS not allow CPT code 33234 to be performed in an ASC. 

Repair arterial blockage (peripheral PTA) (CPT code 35473) -- This 
procedure involves the insertion of a stent which requires the puncturing of the 
main femoral artery and intervening on the iliac artery, a major blood vessel that 
is the main source of blood supply to the legs. Pursuant to 42 C.F.R. section 
416.65(b) (3(iii) of the ASC regulations, procedures that directly involve major 
blood vessels may not be performed in an ASC. Patients who have any 
complications related to the puncture of this artery require immediate inpatient 
medical intervention and face the risk of adverse outcomes if such care is not 
readily available. This makes the procedure inappropriate for an ASC because of 
the significant safety risk it poses for Medicare beneficiaries. See 42 C.F.R. 
section 416.65(b)(3)(iv). Because this procedure does not satisfy CMS safety 
criteria, AdvaMed requests that CMS not allow CPT code 35473 to be performed 
in an ASC. 

Repair arterial blockage (peripheral PTA) (CPT code 35474) -- This 
procedure includes that insertion of a stent which requires the puncturing of the 
main femoral artery and intervening on the femoral-popliteal artery, a major blood 
vessel that supplies blood to the lower leg. Pursuant to 42 C.F.R. section 
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416.65(b)(3)(iii) of the ASC regulations, procedures that directly involve major 
blood vessels may not be performed in an ASC. Patients who have any 
complications related to the puncture of this artery require immediate inpatient 
medical intervention and face the risk of adverse outcomes if such care is not 
readily available. This makes the procedure inappropriate for an ASC because of 
the significant safety risk it poses for Medicare beneficiaries. See 42 C.F.R. 
section 416,65(b)(3)(iv). Because this procedure does not satisfy CMS safety 
criteria, AdvaMed requests that CMS not allow CPT code 35474 to be performed 
in an ASC. 

Repair venous blockage (CPT code 35476) -- This procedure, when performed 
for purposes other than dialysis, involves a major blood vessel, namely the veins 
involved in blood circulation to the extremities. It also requires puncture of the 
main femoral artery. Pursuant to 42 C.F.R. section 416.65(b)(3)(iii) of the ASC 
regulations, procedures that directly involve major blood vessels may not be 
performed in an ASC. Patients who have any complications related to the 
puncture of this artery require immediate inpatient medical intervention and face 
the risk of adverse outcomes if such care is not readily available. This factor also 
makes the procedure inappropriate for an ASC because of the significant safety 
risk it poses for Medicare beneficiaries. See 42 C.F.R. section 416.65(b)(3)(iv). 
Because this procedure does not satisfy CMS safety criteria, AdvaMed requests 
that CMS not allow CPT code 35476 to be performed in an ASC. 

Atherectomy, percutaneous (CPT code 35492) -- This procedure involves a 
major blood vessel-- the iliac artery. It also requires puncture of the main femoral 
artery. Pursuant to 42 C.F.R. section 416.65(b)(3)(iii) of the ASC regulations, 
procedures that directly involve major blood vessels may not be performed in an 
ASC. Patients who have any complications related to the puncture of this artery 
require immediate inpatient medical intervention and face the risk of adverse 
outcomes if such care is not readily available. Additionally, the device that 
utilizes this lead is indicated for heart failure patients who are generally 
considered a sicker population. This factor also makes the procedure 
inappropriate for an ASC because of the significant safety risk it poses for 
Medicare beneficiaries. See 42 C.F.R. section 416.65(b)(3)(iv). Because this 
procedure does not satisfy CMS safety criteria, AdvaMed requests that CMS not 
allow CPT code 35492 to be performed in an ASC. 

Exploration of arterylvein (CPT code 35761) -- This procedure involves a 
number of major blood vessels and veins. Pursuant to 42 C.F.R. section 
416.65(b) (3(iii) of the ASC regulations, procedures that directly involve major 
blood vessels may not be performed in an ASC. Because this procedure does not 
satisfy CMS safety criteria, AdvaMed requests that CMS not allow CPT code 
35761 to be performed in an ASC. 
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I W S  first vessel add-on (CPT code 37250) -- This procedure involves a 
number of major blood vessels and veins. It also involves puncture of the main 
femoral artery. Pursuant to 42 C.F.R. section 416.65(b) (3(iii) of the ASC 
regulations, procedures that directly involve major blood vessels may not be 
performed in an ASC. Patients who have any complicates related to the puncture 
of this artery require immediate inpatient medical intervention and face the risk of 
adverse outcomes if such care is not readily available. This factor also makes the 
procedure inappropriate for an ASC because of the significant safety risk it poses 
for Medicare beneficiaries. See 42 C.F.R. section 416.65(b)(3)(iv). Because this 
procedure does not satisfy CMS safety criteria, AdvaMed requests that CMS not 
allow CPT code 37250 to be performed in an ASC. 

I W S  each additional vessel add-on (CPT code 37251) -- This procedure 
involves a number of major blood vessels and veins. It also involves puncture of 
the main femoral artery. Pursuant to 42 C.F.R. section 416.65(b) (3(iii) of the 
ASC regulations, procedures that directly involve major blood vessels may not be 
performed in an ASC. Patients who have any complicates related to the puncture 
of this artery require immediate inpatient medical intervention and face the risk of 
adverse outcomes if such care is not readily available. This factor also makes the 
procedure inappropriate for an ASC because of the significant safety risk it poses 
for Medicare beneficiaries. See 42 C.F.R. section 416.65(b)(3)(iv). Because this 
procedure does not satisfy CMS safety criteria, AdvaMed requests that CMS not 
allow CPT code 3725 1 to be performed in an ASC. 

Implantation of Peripheral Stents (CPT codes 37205 and 37206) -- These 
procedures involve the placement of stents in major blood vessels- specifically 
femoral arteries of the pelvic and lower limbs. They also require puncture of the 
main femoral artery. Pursuant to 42 C.F.R. section 416,65(b) (3(iii) of the ASC 
standards, procedures that directly involve major blood vessels may not be 
performed in an ASC. Patients who have any complicates related to the puncture 
of this artery require immediate inpatient medical intervention and face the risk of 
adverse outcomes if such care is not readily available. This factor also makes the 
procedure inappropriate for an ASC because of the of the significant safety risk it 
poses for Medicare beneficiaries. See 42 C.F.R. section 416.65(b)(3)(iv). 
Because this procedure does not satisfy CMS safety criteria, AdvaMed requests 
maintain its decision for 2007, in 2008 and beyond, and not allow CPT codes 
37205 and 37206 to be performed in an ASC. 

Ligation of femoral vein (CPT 37650) -- This procedure involves a major blood 
vessel- the femoral vein. Pursuant to 42 C.F.R. section 416.65(b) (3(iii) of the 
ASC regulations, procedures that directly involve major blood vessels may not be 
performed in an ASC. The surgical procedure used in conjunction with CPT code 
37650 directly involves a major blood vessel and therefore does not meet the 
criteria for inclusion on the list of ASC approved procedures. Therefore, to 
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ensure that these services are performed in the appropriate setting, AdvaMed 
requests that CMS not allow CPT code 37650 to be performed in an ASC. 

AdvaMed is also concerned by the proposal to allow the following procedures to be 
performed in an ASC beginning in 2008: 

20982 Percutaneous Bone tumor M A ,  including CT Guidance 
47382 Percutaneous Liver tumor RFA 
50592 Percutaneous Renal tumor RFA 

Performing radiofrequency ablation procedures outside the hospital environment poses a 
safety risk to senior and disabled Medicare beneficiaries. RFA procedures are reserved 
for patients who are poor surgical candidates due to the advanced stage of their disease, 
patients who have exhausted traditional treatment options, and patients with significant 
comorbidities. Medicare patients of this sort are better cared for in the hospital 
environment due to a higher risk of procedural complications. This factor also makes 
these procedures inappropriate for an ASC because of the of the significant safety risk 
posed to Medicare beneficiaries. See 42 C.F.R. section 416.65(b)(3)(iv). 

ASC Packaging 

AdvaMed is concerned with the CMS proposal to package the direct and indirect 
estimated costs incurred by a facility to perform a surgical procedure into the ASC 
facility fee payment. Furthermore, we are concerned by the decision to discontinue 
making separate payments to ASCs for implantable prosthetic devices and implantable 
DME inserted surgically in an ASC. 

CMS proposes to allow several procedures which are currently performed in the 
outpatient setting to be covered in the ASC beginning in 2008. Some of these procedures 
include diagnostic and imaging services which are paid separately in the outpatient 
setting. The CMS proposal would package the cost of diagnostic and imaging services 
associated with these procedures into the ASC facility fee. Packaging the cost(s) of these 
otherwise separately payable items into the ASC facility fee will lead to a significantly 
reduced payment for these procedures when performed in the ASC and may compromise 
the ability to provide these procedures in that setting. This may cause many of the 
procedures to shift back to the outpatient department--creating delayed access by 
patients to necessary procedures. 

Establishing different bundling policies in each setting may lead to different relative 
payment amounts in the different settings, even if the base payment rates have the same 
relative values. CMS plans to package the overhead costs into the ASC facility fee and to 
pay for these procedures at the OPPS APC rate--even though these procedures receive 
separate payment to cover overhead costs when performed. in the outpatient setting. 
Additionally, any costs which the ASC may have previously received for implantable 
devices and prosthetics associated with these procedures will now be packaged. The 
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CMS proposal compromises the ability of ASCs to cover the costs of implantable devices 
and overhead costs. Therefore, AdvaMed recommends that CMS take steps to ensure 
that payment bundles in the ASC and OPPS settings are comparable. 

An example of this problem is illustrated in the following chart which shows payments 
for Percutaneous Liver tumor RFA (CPT code 47382) and Percutaneous Renal tumor 
RFA (CPT code 50592): 

I CPT Code 1 2007 OPPS 1 2008 ASC I 

- - - - 
OPPS system. 

47382 
50592 

The proposed payment rates may interfere with the ability to perform these procedures in 
the ASC since the cost of the RF electrodes will often exceed the proposed ASC payment 
and because the facility will not receive an additional payment for the required imaging 
guidance (CT, Ultrasound, MRI) needed for proper electrode placement. Regardless of 
the severity of patients receiving an RFA in an ASC, all percutaneous RFA procedures 
require the use of imaging guidance. Percutaneous RFA procedures require the physician 
to use imaging guidance to help guide the needle-styled electrode through the skin, to the 
diseased tissue, and into the core of the tumor. If CMS allows radiofrequency ablation 
procedures to be performed in the ASC, AdvaMed recommends that the agency make 
appropriate adjustments to the ASC payments to ensure that the imaging costs are 
reimbursed in a manner which makes it feasible to perform the procedures in that setting. 

Multiple Procedure Discounting 

*Both codes receive a separate payment for the imaging services under the 

pymt * 
$2401.94 
$2401.94 

Under the revised ASC payment system, CMS is proposing to adopt the OPPS 
discounting policy applied to surgical procedures to account for the costs of performing 
multiple procedures that require implantation of costly devices. 

payment 
$1548.77 
$1548.77 

Table 46 lists procedures that are exempt from multiple procedure discounting. The table 
includes HCPCS code 19298, but not codes 19296 and 19297. AdvaMed contends that 
the modality for performing all these procedure, as suggested by their CPT descriptors, is 
similar and that all three should be exempted from multiple procedure discounting? We 
therefore recommend that CMS add 19296 and 19267 to the exemption list. 

CPT 19296: Placement of radiotherapy afterloading balloon catheter into the breast for interstitial 
radioelement application following partial mastectomy, includes imaging guidance; on 
date separate from partial mastectomy 

CFT 19297: Placement of radiotherapy afterloading balloon catheter into the breast for interstitial 
radioelement application following partial mastectomy, includes imaging guidance; 
concurrent with partial mastectomy 
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Significant Reduction in Payment for Preventive Benefit 

More than 20 percent of ASCs perform gastrointestinal (GI) endoscopy procedures, 
including important Medicare Preventive Benefit procedures such as colonoscopy (used 
for the screening and detection of colorectal cancer) and gastroscopy (used to identify 
gastroesophageal reflux disease (GERD) and esophageal cancer). ASCs facilitate access 
to these procedures in safe, cost-effective settings. The current proposal to reduce the 
2008 ASC payments 20 percent to 30 percent below the current rates may threaten patient 
access to these often life-saving procedures. 

Office Based-Procedures which were not approved for ASCs in 2008 but 
are allowed in the Hospital Outpatient Department 

AdvaMed is concerned that CMS may have failed to approve some procedures which can 
be appropriately provided in the ASC for performance in that setting beginning in 2008. 
CMS has indicated that any codes within the surgical section of the C lT  (10000-69999) 
would be moved to the list unless they did not meet the clinical criteria identified in the 
rule. Unfortunately, CMS did not move several codes which do not violate the ASC 
safety criteria. AdvaMed has identified C lT  codes (see attached spreadsheet) which are 
included in the surgical section of C lT  and have been assigned to Ambulatory Payment 
Classification (APC) groups under the Outpatient Prospective Payment System (OPPS), 
but are not among the procedures which can be performed in an ASC beginning in 2008. 
AdvaMed recommends that CMS add both the procedures identified as "unlisted codes" 
and those procedures for which no basis for exclusion was offered to the list of 
procedures approved for performance in an ASC effective January 2008. The procedures 
in those categories are currently performed and paid under OPPS and do not violate the 
ASC safety criteria. 

Lastly, AdvaMed recommends that CMS identify the criteria used in determining 
whether a physician office-based procedure should be performed in an ASC. This 
guidance will be helpful in making future determinations regarding what physician office 
procedures, if any, should be approved/disapproved for use in the ASC. 

ASC Inflation (CPI-U vs. Market Basket) 

The revised ASC payment system rule proposes to adjust the ASC payment rates for 
inflation using the Consumer Price Index for urban areas (CPI-U) beginning in 2010. 
However, CMS updates the OPPS conversion factor using the hospital market basket. 

CPT 19298: Placement of radiotherapy afterloading brachytherapy catheters (multiple tube and button 
type) into the breast for interstitial radioelement application following (at the time o f  or 
subsequent to) partial mastectomy, includes imaging guidance 
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While the existing ASC payment system is required by statute to update rates using the 
CPI-U, the Medicare Modernization Act (MMA), which authorized the revision of the 
existing ASC payment system, does not require that CPI-U be used as the inflationary 
factor under the revised system. Therefore, in order to establish greater parity between 
the OPPS and ASC systems AdvaMed recommends that the ASC rates be updated using 
the hospital market basket. Using the market basket instead of CPI-U will ensure that 
procedures which are performed in the outpatient and ASC settings receive similar 
inflationary updates while failure to align the methodology for updating the rate of 
inflation would undermine efforts to create parity between the two systems. AdvaMed 
recommends that CMS update both the OPPS and ASC rates using the hospital market 
basket. 

ASC Payment Phase-In 

The revised payment system rule proposes to transition in the new ASC rates. In the rule 
CMS, recommends that the 2008 rates be developed using a 50150 blend of the payment 
rates for procedures on the CY 2007 list of ASC approved procedures and the payment 
rate for the procedures calculated under the revised payment methodology (proposed as 
62 percent of the OPPS payment rate). For 2009 the rule plans to fully phase in the 
proposed rate of 62 percent of the OPPS rate even though there will be no inflationary 
updates until 2010. In order to hold harmless procedures which were on the list of ASC 
covered procedures prior to 2008 and to prevent significant fluctuations in reimbursement 
for these procedures between 2008 and 2009, AdvaMed recommends that CMS maintain 
the blended rate for 2009. 

ASC Conversion Factor 

Many of the procedures that CMS is proposing to add to the list of ASC covered 
procedures effective 2008 are currently performed in physician offices. CMS proposes to 
use the BESS data to move physician office procedures (defined as procedures performed 
50 percent or more of the time in a physician's office) to the ASC. CMS proposes to cap 
reimbursement for physician office procedures at the lesser of the Medicare physician fee 
schedule non-facility practice expense payment or the ASC rate under the revised 
payment system. CMS is also planning to pay ASC procedures at a rate of 62 percent of 
the OPPS rate. AdvaMed is concerned that the plan to pay ASC procedures at 62 percent 
of the OPPS conversion factor rate may discourage the performance of procedures in this 
setting. 

The proposal to expand the list of ASC eligible procedures was precipitated by a desire to 
provide more patient choice regarding treatment setting. CMS has indcated that in order 
to maintain budget neutrality ASC payments must be limited to 62 percent of the OPPS 
rate. AdvaMed is concerned that this low percentage may reduce the viability of 
performing many of the newly added procedures in the ASC setting. Additionally, 
AdvaMed has concerns regarding the methods used by CMS to arrive at the 62 percent 
budget neutrality factor. Our analysis of the alternative methodology outlined by CMS in 
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the rule suggests that the factor should be at least 64.6 percent. A model of the 
alternative methodology suggests that CMS failed to include the costs of all procedures 
that are being shifted to the ASC using the site of service percentages outlined in the rule 
(25 percent from OPPS and 15 percent from physician offices). Therefore, AdvaMed 
recommends that CMS use the alternative budget neutrality methodology to implant an 
ASC conversion factor of at least 64.6 percent of the OPPS conversion factor. 

New Technology 

The hospital outpatient department payment system includes two important mechanisms 
to account for the lack of timely Medicare claims and cost report information when 
assigning appropriate payment rates to procedures that include new technologies-"pass 
through" payments and new technology APCs. In developing the new ASC payment 
system, CMS should similarly provide mechanisms to better reflect new technology. We 
look forward to working with CMS to better recognize new technology device costs. 
AdvaMed also recommends that CMS clarify that New Technology APCs and New 
Technology add-on procedures which are currently paid under OPPS will be carried over 
to the ASC setting. 

ASC Updates 

AdvaMed supports the CMS recommendation to update the list of ASC covered 
procedures on an annual basis beginning in 2008. We are also supportive of the decision 
to align revisions to the ASC system with the OPPS system by publishing both rules 
together. AdvaMed urges CMS to clarify the criteria that will be used by the agency 
regarding the acceptance of recommendations to add, delete, and move procedures on the 
ASC list to different APC groups 

AdvaMed recommends that CMS continue to consider the input of interested parties 
submitting comments regarding the placement of codes within the appropriate APC, 
additions to, and deletions from the list of ASC covered procedures, and create 
mechanisms to account for new technology. 

Additional Comment Period 

The revised ASC payment system rule includes a number of proposed changes which 
may significantly impact the ability to provide procedures in the ASC setting. Among 
the most significant of these proposals is the plan to pay all ASC procedures that may be 
performed in a hospital outpatient department at 62 percent of the OPPS rate, including 
procedures which involve medical devices that may, in some cases, account for a 
significant share of the resources consumed under the respective payment group. Given 
the complexity of the changes, AdvaMed recommends that CMS publish its response to 
the 2008 ASC revised Payment System rule as an Interim Final Rule with comments in 
order to allow AdvaMed and other stakeholders the opportunity to work with the agency 
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to develop options that would better protect access to, and ensure appropriate 
reimbursement for, ASC procedures that utilize devices. 

Conclusion 

AdvaMed greatly appreciates the opportunity to comment on the 2008 ASC Revised 
Payment System Rule and urges CMS to consider and incorporate our recommendations 
into the final rules for this payment system. We also urge CMS to give consideration to 
comments from our members and others who will be providing detailed 
recommendations on both of these rules. 

We would be pleased to answer any questions regarding these comments. Please contact 
DeChane L. Dorsey, Esq., Associate Vice President, Payment and Health Care Delivery 
Policy, at 2021434-7218, if we can be of further assistance. 

Sincerely, 

Ann-Marie Lynch 
Executive Vice President, 
Payment and Health Care Delivery 

cc: Herb Kuhn 
Tom Gustafson 
Carol Bazell, M.D. 
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