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AMERICAN SOCIETY OF CATARACT AND REFRACTIVE SURGERY

OUTPATIENT OPHTHALMIC SURGERY SOCIETY


September 24, 2004

Mark McClellan, MD, PhD

Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Hubert H. Humphrey Building

ATTN: CMS-1476-P

200 Independence Avenue

Room 445-G

Washington, DC  20201

Re:  Medicare Programs; Revision to Payment Policies to the Physician Fee Schedule for Calendar Year 2005; Proposed Rule.

Dear Dr. McClellan:

The American Society of Cataract and Refractive Surgery (ASCRS) represents over 9,000 ophthalmologists in the United States and abroad who share a particular interest in cataract and refractive surgical care.  ASCRS members perform the vast majority of cataract procedures done annually in the United States.

The Outpatient Ophthalmic Surgery Society (“OOSS”) is a professional medical association of ophthalmologists, nurses, and administrators who specialize in providing high-quality ophthalmic surgical procedures performed in cost-effective outpatient environments, including Ambulatory Surgical Centers (ASCs).  

ASCRS and OOSS appreciate the opportunity to submit comments on the proposed rule for the 2005 Medicare physician fee schedule.

Sustainable Growth Rate Formula


ASCRS and OOSS would like to applaud the agency for implementing a positive 1.5% update to the conversion factor for physician payments in 2005, as outlined in the Medicare Prescription Drug, Improvement and Modernization Act of 2003 (MMA).

ASCRS and OOSS would, once again, like to address issues relating to the Sustainable Growth Rate (SGR) formula.  The SGR, currently used by the Centers for Medicare and Medicaid Services (CMS) to calculate physician payment, is severely flawed.  While Congress is responsible for the creation of this payment formula, CMS does have statutory authority to make some administrative changes. 

CMS has reviewed different factors of the SGR formula, within the agencies purview, and as a result, in 2002, CMS made a change in the methodology used for adjusting productivity in the Medicare Economic Index (MEI).  The new methodology changed this factor of the MEI to a multifactor productivity to better account for changes in the costs associated with practicing medicine.  In keeping with this progress, CMS must continue to seek out and utilize every available administrative option to adjust the physician payment formula to ensure that physicians are reimbursed fairly for the services they provide Medicare beneficiaries.  These administrative changes are as follows:

Removal of Physician-Administered Medicare-Covered Drugs

As we have stated in previous comments, ASCRS and OOSS continue to believe that CMS must exercise its statutory authority and remove Medicare covered drugs, primarily consisting of expensive chemotherapeutic agents used by oncologists, from the physician payment pool.  Rising drug costs, coupled with patient demand for high quality cancer care, are not controlled by physicians.  And, as the agency has acknowledged in the past, physician-administered drugs are not a “true” physician service. Yet the cost of these drugs continue to have a negative impact on reimbursement for real physician services.  Each year, Medicare-covered drugs are a primary factor attributing to the increase in physician spending, and therefore, negatively impacting the physician payment update.

According to predictions by the Congressional Budget Office (CBO), spending for Medicare-covered drugs will continue to grow at a rate, more rapidly than allowed by the expenditure target.  Each year that CMS does not take action is another year that Medicare-covered drugs will consume a larger portion of the target.  If the agency does not remove drugs from the SGR soon, physician payments will continue to spiral downward to levels that are unsustainable, and physicians may not be able to recover from the damage.


Again, CMS has noted previously that physician-administered drugs are not a physician service and that it has the authority to remove them from the SGR.  Including drugs in the SGR is contradictory to the agencies own policies on this matter.  In addition, CMS has overwhelming support from key Congressional committees with jurisdiction over the agency and numerous medical societies to remove drugs from the SGR.  

Only Congress can replace the flawed SGR formula, however, without assurance from CMS that it will remove drugs from the physician payment pool, Congress will be left with few options for replacing the flawed formula. 

We, therefore, believe that CMS must act immediately and use its statutory authority to remove physician-administered Medicare-covered drugs from the physician payment pool. 

Accurately Account for Changes in Law and Regulation

As ASCRS and OOSS have stated in past comments, CMS must ensure that it accurately accounts for changes in law and regulation, when calculating the physician payment update.  Specifically, new coverage decisions and screening benefits, including the services they generate, which have been added to the Medicare program, must be included in the expenditure target.  

We understand that only those coverage decisions added to the program by statute – not by the agency itself - have been accounted for in the expenditure target.  However, we continue to believe that CMS should include all coverage decisions – whether added to the program by statute or by the agency – when calculating the expenditure target.  In addition, CMS has not explained how screening benefits, including the new benefits recently added by the MMA (see– Provisions of the Medicare Modernization Act – Sections 611, 612 and 613) and the additional services they generate, will be accounted for when CMS adjusts the expenditure target.  

ASCRS and OOSS maintain that new coverage decisions – national and local – have an impact on utilization.  Most notable are those coverage decisions that require certain diagnostic tests to be performed in conjunction with the procedure(s) being addressed by the coverage decision.

For example, in April 2004, CMS issued a national coverage determination (NCD) on Ocular Photodynamic Therapy (OPT) with Verteporfin (Visudyne) for Age-Related Macular Degeneration (AMD).  The NCD expanded coverage for this type of therapy to beneficiaries with diagnoses of 1) subfoveal occult with no classic choroidal neovascularization (CNV) associated with AMD; and 2) subfoveal minimally classic CNV (where the area of classic CNV occupies <50% of the area of the entire lesion) associated with AMD.  However, the coverage decision states that the newly expanded coverage is only allowed “provided certain criteria are met”. The coverage decision lists the criteria for these newly covered diagnoses; 1) the lesions are small (4 disk areas or less in size) at the time of initial treatment or within the 3 months prior to initial treatment; and 2) the lesions have shown evidence of progression within the 3 months prior to initial treatment. Evidence of progression must be documented by deterioration of visual acuity (at least 5 letters on a standard eye examination chart), lesion growth (an increase in at least 1 disk area), or the appearance of blood associated with the lesion. The NCD further states that OPT with verteporfin therapy continue to be covered for a diagnosis of neovascular AMD with predominantly classic CNV lesions (where the area of classic CNV occupies >50% of the area of the entire lesion) at the initial visit as determined by a fluorescein angiogram. (CNV lesions are comprised of classic and/or occult components.) Subsequent follow-up visits require a fluorescein angiogram prior to treatment. This NCD requires physicians to perform certain diagnostic tests (visual acuity and fluorescein angiogram) in order to perform the more extensive service of OPT with Verteporfin. 

ASCRS and OOSS urge CMS to recognize that coverage decisions – national and local – whether created by statute or by the agency itself, have an impact on utilization by increasing the volume of physician services and, therefore, increasing the probability that physician spending will exceed the expenditure target.  In addition, ASCRS and OOSS request that the agency accurately account for these types of coverage decisions, and the subsequent services they generate, in their calculation of the expenditure target. Furthermore, ASCRS and OOSS urge the agency to ensure that all screening benefits – new and previously added - as well as the additional items and services, diagnostic tests, imaging services, and procedures generated as a result of the screening benefits, are included in the calculation of the expenditure target.   We discuss this issue further in the section below entitled - Provisions of the Medicare Modernization Act of 2003 – Sections 611, 612, and 613.

Provisions of the Medicare Modernization Act of 2003 – Sections 611, 612, and 613

As mandated by the Medicare Prescription Drug, Improvement and Modernization Act of 2003 (MMA) and outlined in the proposed rule, a “Welcome to Medicare” initial preventive physician examination, a Diabetes Screening Test and a Cardiovascular Screening Blood Test were added to the list of covered services under the Medicare program.  While theses services are beneficial, and provide Medicare beneficiaries with higher quality healthcare, these new benefits will clearly increase utilization and cause an increase in volume.  In fact, not only with the actual “Welcome to Medicare” visit and screening benefits impact utilization, but all the items and services, diagnostic tests, imaging services, and additional procedures and office visits that are generated as a result of these newly added benefits, will have a significant impact on utilization and attribute to the probability that physician spending will exceed the target.  

Therefore, ASCRS and OOSS would like to again remind the agency that it must adjust the SGR targets and account for every possible service, which could be attributed to the newly added “Welcome to Medicare” visit and the newly added screening benefits to more accurately reflect the impact on spending for physicians’ services. 

Provisions of the Medicare Modernization Act of 2003 – Section 303

The MMA made changes to the payment methodology for Medicare covered outpatient drugs and biologicals.  As outlined in the proposed rule, CMS will pay Average Sales Prices (ASP) plus 6 percent for Medicare covered physician administered drugs.  In the proposed rule, very few drugs impacted by this change were listed with their new payment amounts.  

We are aware that first-quarter drug payments for 2005 will be based on 2004 third-quarter ASP data provided by drug manufacturers.  In addition, we understand that third-quarter data is not due to the agency until October 30, 2004.  Once the data has been reviewed by CMS and made publicly available, there will be little time before the new drug prices are scheduled for implementation.  ASCRS and OOSS are concerned that medical societies will not have adequate time to review and comment on the new drug payment amounts prior to the publication of the final rule.  We would urge the agency to consider publishing the final rule as “interim final with comment” to allow medical societies, especially those who are heavily impacted by this change, time to review and comment on the new drug payment amounts before they are implemented January 1, 2005. Furthermore, we would encourage the agency to consider any comments submitted on the updated drug prices as quickly as possible. 

Practice Expenses 

As noted in our previous comments, ASCRS and OOSS would like to applaud the Centers for Medicare and Medicaid Services (CMS) for the new process in which PEAC recommendations submitted to CMS will be included in the physician fee schedule proposed rule.  As stated in the 2004 MPFS proposed rule, incorporating the PEAC recommendations in the proposed rule allows specialty societies the opportunity to see the impact of the changes and make comments on those changes prior to the final rule.  

Equipment Items Needing Specialty Input For Pricing 


As requested by CMS, ASCRS and OOSS would like to provide currently available prices for the following ophthalmic equipment listed in Table 2 of the proposed rule:

E71013 Computer and VDT and software (associated with 92060, 92065)--  The Visagraph unit is available through Bernell Corporation at a total cost of  $5600.  This includes:

Visagraph- $3400 (includes software and goggles)

Printer (Hewlett Packard)- $1200

Monitor- $350 
Computer- $650

Bernell Corporation

4016 N. Home Street

Mishawaka, Indiana 46545-4308

574-259-2070 or 800-348-2225

Drill, ophthalmology (associated with 65125)-- The ocular drill usually used in conjunction with the referenced procedure code is the titanium sleeve driver (item I-00057).   The cost of the drill is $57. 

This drill is available through:

Integrated Orbital Implants, Inc.

12625 High Bluff Drive, Suite 314

San Diego, CA 92130-2054

858-259-4355 or 800-424-6537

*  *  *  *  *

ASCRS and OOSS look forward to working with CMS on the 2005 physician fee schedule and encourage CMS to include the recommendations outlined above in the final rule.  Should you have any further questions or comments, please contact Emily L. Graham, CCS-P, CPC, ASCRS Manager of Regulatory Affairs, at 703-591-2220 or egraham@ascrs.org.

Sincerely,
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Jerome H. Levy, MD


President, OOSS
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President, ASCRS
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