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[Your Professional Practice Letterhead]
August ___, 2007
If sent by First Class Mail
Center for Medicare and Medicaid Services

Department of Health and Human Services

Attention:  CMS-1385-P

P.O. Box 8018

Baltimore, MD 21244-8018

If sent by Overnight Mail
Center for Medicare and Medicaid Services

Department of Health and Human Services

Attention:  CMS-1385-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

If sent by Electronic Mail
http://www.cms.hhs.gov/eRulemaking
Follow instructions on site

Re:
July 2, 2007 Medicare Physician Fee Schedule Proposed Regulations

Ladies and Gentlemen:

1. Introduction Paragraph
· Identify yourself as a urologist and where you practice.
· Indicate the ancillary urology services in which you participate that are impacted by the proposed regulations (e.g., bph laser, lithotripsy, path lab, CT, etc.).

· Comment on health care benefits provided by your ancillary operations; (e.g., quality of medical care, improved patient access, advanced technology, QA and outcomes programs, etc.)
· Compare existing care today through your ancillary operations with that existing before your investment in the ancillary operations.
· Identify the new provisions that are of most concern – Under Arrangements, Per Procedure Fee, Percentage Fee, In Office Ancillary Services, Stand in the Shoes, and Reassignment/Purchased Diagnostic Rules.  Address each provision separately, as suggested below.
[Below are bullet points that may be addressed in your comment letter.  The points should be expressed in your own words, and you should use your own judgment regarding what points to incorporate in your letter.  The bullet points below address the proposed regulation provisions of most concern to urologists.  Address the provisions in any order you wish.  We suggest reordering the sequence of your discussion of the provisions to avoid the appearance of conformity.  You should comment on the material regulation provisions most important to you.]
2. Under Arrangement Contracting.
· Stress the benefits of your lithotripsy or bph laser’s under arrangement contracts with area hospitals
· Physicians are closer to patients and more likely to buy the latest advancements in equipment to improve quality of care.  Hospitals will often continue to utilize outdated equipment based on cost considerations.

· Mobile physician vendors provide greater access to patients in rural under-served areas that can’t afford the latest technologies.

· Mobile physician vendors lower hospital costs by sharing expensive equipment among many hospitals
· Ask the government to clarify that because of the American Lithotripsy Society vs. Thompson case, lithotripsy is not a designated health service (DHS) under Stark, and thus your lithotripsy service vendor cannot be deemed to be performing a DHS or causing a claim to be submitted for a DHS.

· Ask the government to clarify that services that are not DHS when performed outside of a hospital (e.g., lithotripsy and bph laser), likewise cannot be DHS services if they are deemed directly performed by urologist vendors.  

· CMS is concerned that physician under arrangement contracting results in over utilization and higher costs to the Medicare program.
· Point out that lithotripsy and bph laser services are therapeutic and not diagnostic.  The underlying medical condition can be objectively determined (i.e., a kidney stone or enlarged prostate), so there is no risk of overutilization.

· Lithotripsy and bph laser are not like diagnostic testing with its higher risk of overutilization based upon the subjective judgment of the physician ordering the tests.  Any new rule should only apply to potentially abusive diagnostic tests and not beneficial therapeutic ventures with no risk of overutilization.

· Point out that Stark legislative history indicates Congress clearly intended under arrangement contracting to only require a compensation exception and not an ownership exception.
· Mix your discussion with personal examples of improved patient care, greater access, superior technology, documentation of medical necessity, etc.

3. Per Procedure Fee Prohibition.

· Hospitals are risk adverse.  They often don’t appreciate the benefits of new technology.  Purchasing the best new equipment, or entering into a fixed monthly lease over a term of one year or more, are capital risks hospitals often don’t want to accept, particularly when they can’t predict procedure volume.

· Physicians understand  the benefits of new technologies in improving patient care, and are willing to accept the capital risks inherent in a per procedure lease to a hospital. 

· Rural hospital procedure volume may be too low to allow for a fixed monthly rental of technology, which could reduce access to the latest innovative technologies in poorer markets.
· Congress clearly wished to preserve per procedure fees in the Stark legislative history, and CMS cannot contradict congressional intent through a prohibition of such fee arrangements.

· Seek confirmation that the per procedure payment prohibition would not apply to the Stark indirect compensation arrangement exemption relied upon by most urologist service vendors.

4. Percentage Fee Prohibition.

· The percentage fee prohibition is contained in the definition of “set in advance” that is a requirement of many Stark exceptions, but it is not in the indirect compensation arrangement exception relied upon by most urologist service vendors.  Seek confirmation that the percentage fee prohibition would not apply to indirect compensation arrangements.

· Lithotripsy reimbursement rates may increase or decrease and payor mixes may change.  Percentage fee arrangements allow hospitals and equipment vendors to share in these market risks, and are often preferred by hospitals.  These arrangements ensure that a hospital will never make an equipment rental payment in an amount greater than what it collects for the service from even the lowest cost insurer.
5. Stand in the Shoes.
· This prohibition could potentially restrict a urologist vendor’s ability to contract with ambulatory surgery centers (ASCs) owned or controlled by hospitals. 
· The Medicare ASC Approved Procedure List does not allow for reimbursement of Stark DHS procedures, so Stark should not be implicated by a physician vendor contracting with an ASC.

· ASCs are lower cost providers of services.  Physician-owned ventures should be encouraged to contract with ASCs, regardless of their ownership and control, if it results in savings to the Medicare program.

· This prohibition would deter physicians from joint venturing with hospitals to form ASCs.  Instead, physicians would develop only wholly-owned ASCs.
6. In-Office Ancillary Services Exception.

· Stress the benefits associated with providing anatomical pathology, CT imaging, and IGRT/IMRT within your office practice.

· Patient access and convenience

· Allows primary physician (urologist) control and influence in the entire episode of care.

· Greater sharing of information between urologists and other specialists (e.g., radiologists, pathologists, radiation oncologists, etc.) that are integrated into the episode of care.

· Urology ancillary services such as IGRT/IMRT, CT and anatomical path are truly integral to a urology professional practice and directly benefit your patients.  Give examples.

· Congress clearly indicated what DHS services were excluded from the exception (e.g., DME), and what DHS were to be included within the exception. CMS cannot issue regulations in contradiction of Congressional intent.
· Revisions to the Stark Statute are not necessary to address perceived overutilization abuses that may occur within the exception.  Overutilization abuse concerns should be directly addressed through more diligent enforcement of the Federal Anti-Kickback Statute.

· Share any personal examples of benefits to your patients from being able to provide DHS services within your office setting.

7. Closing Paragraph.  Simply summarize the most important points in your letter, thank CMS and sign your name.
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