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December 17, 2007

X

Kerry Weems

Acting Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Medicare Program; Revisions to Payment Policies under the Physician Fee Schedule and
Other Part B Payment Policies for CY 2008 (CMS 1385-FC)

Dear Mr. Weems:

The American Society for Therapeutic Radiology and Oncology (ASTRO)' appreciates the opportunity

.to provide written comments on the “Revisions to Payment Policies Under the Physician Fee Schedule,
and Other Part B Payment Policies for CY 2008” published in the Federal Register as a final rule with
comment on November 27, 2007. Our comments focus on issues related to: (1) The CY 2008 update and
the Sustainable Growth Rate (SGR); (2) the Physician Quality Reporting Initiative (PQRI); (3) the
Physician Assistance and Quality Improvement Fund; (4) physician self-referral and the in-office
ancillary services exception; and, (5) RUC recommendations and interim work RVUs for new CPT
codes.

I. The CY 2008 Update and the Sustainable Growth Rate (SGR) (72 Fed. Reg. 66373) ‘

In the CY 2008 proposed rule, CMS estimated the fee schedule update factor for 2008 would be reduced
by 9.9 percent. In our comments on this estimate (and in many previous comments), we described the
flaws in the SGR formula. Consistent with the position of the American Medical Association (AMA),
we i1dentified several steps that should be taken that would significantly reduce the costs associated with
a permanent legislative fix to the Sustainable Growth Rate (SGR) formula. Most importantly, we
recommended that CMS remove Medicare-covered, physician-administered drugs and biologics from
the physician payment formula, retroactive to 1996.

' ASTRO is the largest radiation oncology society in the world, with more than 9,000 members who specialize in treating
patients with radiation therapies. As the leading organization in radiation oncology, biology and physics, the Society is
dedicated to the advancement of the practice of radiation oncology by promoting excelience in patient care, providing
opportunities for educational and professional development, promoting research and disseminating research results and
representing radiation oncology in a rapidly changing healthcare environment.
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In the final rule, CMS rejected our recommendations and announced that the conversion factor for 2008
would be reduced by 10.1 percent from $37.8975 to $34.0682. If these cuts begin on January 1, 2008,
average physician payment rates will be less in 2008 than they were in 1995, despite substantial practice
cost inflation. These reductions are not cuts in the rate of increase, but are actual cuts in the amount paid
for each service. Physicians simply cannot absorb these severe payment cuts and, unless CMS or
Congress acts, physicians will be forced to reevaluate their relationship with Medicare and will be
forced to avoid, discontinue or limit the provision of services to Medicare patients.

In the final rule, CMS indicated that many of the comments they received suggesting administrative
changes were statutorily difficult, and according to their current estimates, would not provide relief from
the projected negative updates for the next several years. While the administrative changes may be
statutorily difficult, they are not impossible. Also, even if the changes did not provide immediate relief,
the cost of fixing the problems associated with the SGR and update formulas would be reduced, making
it easier for a legislative fix. We again recommend that CMS remove Medicare-covered, physician-
administered drugs and biologics from the physician payment formula, retroactive to 1996.

II. Physician Quality Reporting Initiative (PQRI) (72 Fed. Reg. 66336)

ASTRO strongly supports increasing attention on quality measurement to help physicians evaluate areas
in their practice where improvements to patient care can be made. We were extremely disappointed by
CMS’ decision not to include the full oncology measure set in the 2008 Physician Quality Reporting
Initiative program which includes measures to evaluate and provide a plan of care for patients
experiencing pain. We recommend the adoption of these measures at the earliest possible date. We also
continue to urge CMS to recognize the American Medical Association’s Physician Consortium for
Performance Improvement (AMA-PCPI) as the only entity for the development of physician-level
quality measures. We look forward to working with CMS as it continues to refine this program.

I11. Physician Assistance and Quality Improvement (PAQI) Fund (72 Fed. Reg. 66357)

Section 101(d) of Division B of the Tax Relief and Health Care Act of 2006 - Medicare Improvements
and Extension Act of 2006 (Pub. L. 109 432) (MIEA-TRHCA) requires that the Secretary establish a
Physician Assistance and Quality Improvement Fund to be available for physician payment and quality
improvement. The statute appropriates $1.35 billion for this purpose in 2008. In the CY 2008 proposed
rule, CMS proposed to use these funds to extend for another year the Physician Quality Reporting
Initiative (PQRI) on the same basis as has been in place for the last 6 months of 2007. Funds from the
PAQI Fund would be used to pay bonuses to physicians (in 2009) who satisfy the 2008 reporting
performance standards.

In our comments on this proposal, ASTRO urged CMS to use the $1.35 billion available in the
Physician Assistance and Quality Improvement Fund to buy down the deleterious effects of the
proposed 9.9% payment cuts (now 10.1%) scheduled to take effect January 1, 2008. We expressed our
belief that the CMS proposal was counter to the intent of Congress and the recommendation of the
Medicare Payment Advisory Commission. In the final rule, CMS announced its decision to finalize its
proposal.
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We remain opposed to this decision. We continue to believe that CMS should overcome the “legal and
operational” problems associated with applying the funds to the negative update, as the dire situation
posed by the harmful cuts surely prevails over the potential obstacles. For example, CMS could explore
applying the $1.35 billion to past years’ SGR debt. This would reduce the slated cuts to the 2008
conversion factor. We believe it is more appropriate for CMS to use the funds to buy down the pending
negative update than it is to use the funds to pay for a future quality reporting program whose value has
not been studied, let alone demonstrated. While we prefer to use the PAQI fund to help address the
update problem, radiation oncologists and our physician colleagues are committed to providing the
highest level of quality care regardless of any financial incentive and we support continuation of the
PQRI program with physician participation on a voluntary basis.

1V. Physician Self-Referral Provisions: In-Office Ancillary Services Exception (72 Fed. Reg.
66372)

In the CY 2008 Physician Fee Schedule (PFS) proposed rule, CMS proposed several revisions to the
physician self-referral regulations. CMS received approximately 1,100 pieces of correspondence in
response to these proposals and announced in the final rule that they would not finalize any of the
proposals (except for the proposal for anti-markup provisions for diagnostic tests) in this rule (the CY
2008 PFS final rule). CMS also announced its intention to finalize revisions to the physician self-referral
regulations at a later time “without the need for new proposals and additional public comments.”

In the CY 2008 PFS proposed rule, CMS also solicited comments regarding potential changes to or
limitations on the use of the in-office ancillary services exception specified in § 411.355(b) of the
regulations. ASTRO is pleased with CMS’ recognition and interest in revisiting the extent to which the
in-office ancillary services exception (“IOAE”) has come to be misapplied in practice well beyond
Congress’ original intent. As we articulated in our comments on the proposed rule, ASTRO believes the
protection of radiation therapy services under the IOAE has led to the proliferation of business
arrangements where profits have become exalted over patient care. Further, the key health care policy
concerns which the Stark Law was initially intended to address — medical decisions being made based
on financial interest, higher costs, increases in unnecessary services, and less patient choice — are in fact
being disserved. As such, ASTRO believes radiation therapy services should be exempt, or carved out
of, those designated health services which qualify for coverage under the IOAE. A copy of our
previously submitted comments on this issue is attached at the end of the letter for easy reference. We
look forward to working with CMS as it considers revisions in this area (Attachment A).

V. RUC Recommendations and Interim Work RVUs for New CPT Codes

1. Interim Relative Value Units (72 Fed. Reg. 66360)

For CY 2008, CMS received work RVU recommendations for 169 new and revised CPT codes from the
RUC and seven recommendations from the Health Care Professional Advisory Committee (HCPAC).
Included with these recommendations were three codes of importance to radiation oncology. The RUC
recommendations and the CMS decisions for these codes are shown in the table below:
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Descriptor RUC CMS 2008 Work
Code Recommendation | Decision RVUs
20555 | Place ndl muscttis for rt 6.00 Agree 6.00
41019 | Place needles hé&n for 1t 8.84 Agree 8.84
55920 | Place needles pelvic for rt 8.31 Agree 8.31

ASTRO supports the RUC recommendations and we appreciate the CMS decision to accept those
recommendations. The RVUs, which will be interim in 2008, should be made final for the CY 2009 fee

schedule.

Conclusion

Thank you for the opportunity to comment on this final rule. We look forward to continued dialogue
with CMS officials. Should you have any questions on the items addressed in this comment letter,
please contact Marsha Kaufman, MSW, ASTRO Assistant Director of Health Policy at (703) 839-7300.

Respectfully,

5? Wkﬂuﬂ(/

Laura Thevenot

Chief Executive Officer

cC: Ken Simon, M.D.
Edith Hambrick, M.D.

Rick Ensor

Ken Marsalek

Pam West

David Walczak

Rachel Nelson

Trisha Crishock, M.S.W.
Marsha Kaufman, M.S.W.

Attachment




Attachment A: ASTRO Comments on the In-Office Ancillary Services Exception’

ASTRO is particularly pleased with CMS’ recognition of the extent to which the in-office ancillary
services exception (“IOAE”) has come to be misapplied in practice well beyond Congress’ original
intent. ASTRO’s membership has for some time raised concerns specifically with respect to the
relationship of the IOAE to radiation therapy services.

While, as CMS notes, previous commenters have warned CMS that the exception has always been
“susceptible to abuse,” the recent liberalization of the “centralized building” and other IOAE qualifying
criteria have encouraged physicians and physician groups to use the exception to cover services in no
way “ancillary” to the physician service which initially brought the patient in for care. Based on the
IOAE, physician business models have evolved — often with the involvement of for-profit
operators/owners — that have permitted certain physicians to benefit not only from the in-group
“ancillary” revenues from the specialized services they are able to capture, but also to seek to capture
profits from all services they can bring into their group practice with the force of their referral power.
Some are also drawn into the use of highly specialized equipment these physicians are able to “lease” to
themselves. The result is that these arrangements can and do lead to distortions in the healthcare
marketplace that result in over-utilization and over-referral, higher costs, the potential for lower quality
and inappropriate care, a reduction in patient choice, and a pernicious and unhealthy narrowing of the
healthcare marketplace. Radiation therapy services present perhaps the most disturbing example of how
the IOAE has truly become “the exception that has swallowed the rule” and in so doing eviscerated the
Stark Law’s original intent.

ASTRO is therefore grateful at this time for CMS’ recent recognition of the potential problems that have
arisen in this area. We were especially pleased to see that CMS appears to share at least some of
ASTRO’s concerns in this regard. While these concerns already appear well-placed and warrant
immediate corrective action, ASTRO understands that at this juncture CMS does not propose changes in
the IOAE itself. Instead, CMS has asked for input on whether inter alia a) certain designated health
services (“DHS”) ought not to qualify for coverage under the IOAE, and b) certain non-specialists
should be able to use the exception to refer patients for specialized services provided by specialists and
involving the use of equipment owned by the non-specialists. As providers of the specialized service of
radiation oncology, ASTRO’s members are pleased to respond to these inquiries.

In response to CMS’ inquiries, ASTRO’s position is as follows:

1. “Radiation therapy services” are not “ancillary services” (i.e., services that are subordinate or
auxiliary), and therefore should not be included in the group of DHS which qualify for coverage
under the “in-office ancillary services” exception. The inclusion of radiation therapy services on
the list of DHS qualifying for IOAE protection is inconsistent with the original intent of the law
and with the policy goals intended to be furthered thereby.

2. Permitting physicians without significant training in radiation oncology to refer patients for
radiation therapy services, from which the non-radiation specialists will benefit financially, has
and will result in abusive arrangements. ASTRO has mounting concerns that these arrangements

? Originally submitted on August 20, 2007 as comments on the CY 2008 Physician fee Schedule Proposed Rule (CMS-1385-
P)
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will lead to increased utilization, questionable quality and inappropriate care, increased costs,
reduction in patient choice and access, and will also impact negatively on the healthcare
marketplace.

3. “Radiation therapy services” should therefore be excepted from, or carved out of, those DHS
which qualify for coverage under the IOAE.

The In-Office Ancillary Services Exception Should Apply Only to Those Services That Are
Subsidiary to the Primary Physician Service the Patient is Seeking. Radiation Therapy is Not Such
an ‘“Ancillary” Service.

The legislative history leading up to the establishment of the statutory IOAE is very clear. Only two
types of services were originally intended by Congress to be covered by the exception, that is, services
that supplement or are subsidiary to the service that brought the patient to the physician’s door
originally. As Congressman Stark himself testified in 1989:

The exception would most commonly apply to in-office lab tests or x-rays.
The exception reflects a judgment that there is often a clear need for quick
turn-around time on crucial tests.’ (Emphasis added.)

Years later, in drafting its own Stark I regulations, CMS itself commented upon and endorsed Congress’
purpose in establishing the in-office ancillary exception:

First, Congress clearly was concerned with regulating physicians’
ordering of DHS, even in the context of their own practices; otherwise, a
detailed exception would not have been necessary. Second, the Congress
intended to protect some in-office ancillary services provided they were
truly ancillary to the medical services being provided by the physician or
group.4 (Emphasis added.)

Thus, not only the literal language of the exception itself, but the statute’s underlying Congressional
intent, as well as CMS’ own commentary, reflect a clear understanding and expectation that only a
limited scope of services would qualify for IOAE coverage. Services intended to be covered were only
those integral to the medical service for which the patient was then seeking treatment, and those that
needed to be performed in a timely manner to ensure a “quick turnaround” so that the physician can
properly and thoroughly perform his or her core medical service on that patient.

“Radiation therapy services” do not qualify on any of these grounds. These services should never have
been included as an “ancillary service” for which the exception applied. Instead, radiation therapy
services occupy a distinct, clearly distinguishable “next step” from any other physician’s treatment and
care of cancer patients. These services are neither “ancillary” to the diagnostic and/or general medical
services performed by any other physician, nor is their provision essential to the comprehensiveness or
quality of the patient care provided by any other physician during a patient visit. As such, radiation
therapy services stand in sharp distinction to diagnostic imaging services such as x-ray, MRI, CAT scan

* 135 Cong. Rec. H240-01 at 6 (Feb. 9, 1989).
* 66 Fed. Reg. 856, 881 (Jan. 4, 2001).
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or laboratory test, which all may inform and guide the physician’s clinical care at the time a patient is
being treated.

In contrast, the decision for a patient to receive radiation therapy treatments is usually made after a
series of physician consultations. For example, a patient who has symptoms associated with prostate
cancer is referred to a urologist by a primary care physician. The prostate cancer diagnosis is confirmed
by the urologist and the pathology report. The patient is then referred by the urologist to consult with
other specialists such as a radiation oncologist (who is expert with radiation therapy) and a medical
oncologist (who is expert with chemotherapy agents). Depending on the stage and histology of the
cancer and the patient’s general medical condition, each specialist examines the patient, reviews the
patient’s diagnostic studies, discusses the case with the patient and his family and finally makes
recommendations as to the treatment he/she believes to be the most appropriate for that specific patient.
Potential treatment options include prostatectomy, brachytherapy, external beam radiation,
chemotherapy, some combination of the aforementioned treatments, or watchful waiting. Radiation
therapy, surgery and chemotherapy are all primary cancer therapies and none of them are “ancillary.”

Thus, in “referring” a patient for radiation therapy services, the treating physician is concluding simply
that the patient’s condition requires the clinical expertise and input of another physician before another
altogether distinct treatment modality is next applied. The “referring” physician is specifically
acknowledging that the patient’s clinical needs require the evaluation, care and treatment of a radiation
oncologist. The “referral” is thus from one physician to another — not to an “ancillary service.” Once
referred, based entirely on the knowledge and experience of the radiation oncologist — the only specialist
who has completed a four-year residency in the specialty and who can truly determine whether radiation
therapy is appropriate, and if so, its nature and extent — the patient then may embark upon a wholly
unique course of sophisticated treatments, planned and supervised by specialists expert in the
sophisticated techniques of radiation therapy.

In short, radiation therapy services occupy a distinct service level on the cancer treatment continuum.
The provision of these services result from the “referral” from one physician to another physician — not
to an “ancillary service.” Sweeping “radiation therapy services” into the IOAE’s “ancillary” coverage is
wholly inconsistent with Congress’, CMS’ and Rep. Stark’s intentions in the original crafting of this
exception.

The I0OAE Protection of Radiation Therapy Services Has Led to Abuses and Hampered the
Achievement of Laudable Health Policy Goals.

Had the IOAE remained appropriately focused on truly “ancillary” services, physician group practices
would be able to utilize the exception only to assure the availability of those services essential to treating
patients in a high quality, comprehensive fashion within the context of a primary care setting. However,
the evolving elasticity of the IOAE has enhanced the ability of some physicians to gather under their
group practices services (and revenues) from a wholly separate and distinct treatment setting, thereby
creating the establishment of financially integrated, but service distinct practice environments.

More specifically, the attractiveness of folding radiation therapy services into a group practice’s core
business through use of the IOAE has not gone unnoticed by financially aggressive physicians or certain
for-profit companies. These companies have established lucrative business models — and attracted
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physician participants to these models — based on dropping turnkey radiation therapy services into these
groups, permitting the sharing of the revenues from the “captured” radiation therapy revenues and the
equipment leases related thereto. The following example of how ASTRO has seen this model work in
practice — time and time again — will serve as a basis for setting forth ASTRO’s legal and policy
concerns with this method of exploitation of the IOAE:

= A for-profit company will target the premier urology group since they are the gatekeepers
to referral and treatment for patients with prostate cancer in a community and offer to
provide a “turnkey radiation oncology service.” The proposal will focus on using their
market power as the gatekeeper to bring into the urology group practice radiation therapy
services for patients with prostate cancer.

=  The for-profit “pitch” will emphasize the increase in revenues the urology group will attain
by capturing these referrals within the group’s business structure. The pitch may also
include an opportunity for the physicians to joint venture in an equipment leasing company
which will lease the radiation therapy equipment “to” the group.

»  The company will recruit a radiation oncologist — usually from an existing radiation
oncology center — to provide the radiation therapy services for the urology group. The
radiation oncologist will not be offered ownership in the business, but will be paid via a
services contract only.

=  The radiation therapy services will typically be set up in a location separate from the
urology practice (a “centralized building”). The radiation oncologist and his/her technical
staff will function separate and apart from the group on a day-to-day basis. There is little or
no integration of the physicians, staff, locations or services.

»  The urology group benefits from the revenue flowing from its referrals and, if available,
the equipment lease. The for-profit company may share in those revenues directly and/or
through its share of the equipment leasing fees, as well as through a management fee.

This business model — increasing in prevalence at a rapid rate — presents the sort of potentially abusive
relationships CMS is rightfully concerned about, and which the IOAE has spawned. The model poses
the following hindrances to achieving laudable health policy goals:

Patient Choice

By setting up a business model that holds the radiation oncologist captive to the referral, cancer patients
are denied the independent judgment and choice they need and deserve in making life and death
decisions. Further, the patient does not understand how the referring physician’s deriving a financial
benefit from the referral potentially impacts the involved physician’s judgment and recommendations.

Quality of Care

The quality of care may suffer because the model focuses on only a single cancer specialty and a single
treatment modality. The only radiation therapy services of interest to a urology group practice will be
those focused on the treatment of prostate cancer. In the model described, only one type of radiation
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therapy service — Intensity Modulated Radiation Therapy (“IMRT”) — is typically offered for prostate
cancer patients because of its reimbursement. Thus, while a typical comprehensive radiation treatment
center may offer its prostate patients alternative radiation therapy treatment options, i.e. low or high dose
brachytherapy, radionuclide therapy, etc., this business model results in the urologist overwhelmingly
recommending IMRT for his or her patients.

Not only does this business model pose the risk of restricting the type of radiation therapy a patient
might be offered, there is the added risk that alternative prostate cancer treatment options aside from
radiation might not be fully explored with these patients. For example, it is often the case with prostate
cancer that “watchful waiting” prior to any proactive treatment might be the most prudent course of
treatment. With the substantial financial return that a urology group can realize on IMRT treatments,
however, the risk is not insignificant that a urologist’s clinical judgment would be skewed by financial
considerations toward recommending IMRT - the most costly form of radiation therapy — over other
potentially appropriate alternatives.

Quality of care may also suffer as radiation therapy service components are pulled piecemeal from more
comprehensive settings into smaller, one dimensional treatment settings. Providing radiation therapy on
a group-by-group basis can create a number of smaller, less utilized, therapy services, and threaten the
ongoing existence of more comprehensive, highly utilized centers with the capacity to offer additional
supportive services such as social work, nutritional services, etc.

Access to Services

Access to care issues are also exacerbated by this model when its overall effect on the healthcare
marketplace is considered. In a recent situation illustrating this point, a well-regarded radiation oncology
group in the state of New York has fallen victim to sophisticated efforts to take advantage of the IOAE
to capture radiation therapy revenues. A radiation oncology group operates a radiation oncology center a
half a block from a community hospital which has no radiation therapy capabilities and that has
depended on this center for those services. The radiation oncology center offered state-of-the-art and
capital intensive equipment. The group offers a full range of curative and palliative radiation therapy
treatments for patients with a variety of cancer types (i.e., breast, prostate, colon, etc.).

The practice is the sole provider of radiation oncology services for referrals from the local hospital. This
practice historically received approximately 35% of its referrals — prostate cancer referrals — from the
urologists in town. These prostate cancer referrals were critical to the ongoing viability of the radiation
oncology practice and to its ability to continue to provide the full spectrum of therapy services described
above with state-of-the-art technology.

A urology group recently approached the radiation oncologists to advise that they would cease referring
prostate patients and instead the oncologists should “sell the practice” to the urologists. Given the high
percentage of the oncologists’ patient base that came from the urologists’ referrals, the radiation
oncologists recognized that failure to acquiesce in the sale would likely result in the collapse of their
practice, to their detriment and that of the community.

Such was the market power of the urology group that the radiation oncologists were compelled to sell.
The radiation oncology services will become those of the urology practice, for whom one of the group’s
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oncologists will now work. The New York community in question now faces the conversion of this
radiation oncology center and the loss of readily accessible radiation therapy services for all the non-
prostate cancer patients normally served at the center. Moreover, the prostate cancer patient population
in this community is now left with one single resource for cancer treatment services — the urology group
— and with an overwhelming preference for a single therapy treatment approach — IMRT.

ASTRO has received a growing number of reports of similar tactics undertaken by large urology
practices around the country. In each case non-radiation oncologists seek to control specialized
clinicians and specialized equipment so they can capture the revenues from the specialized services they
had previously referred to independent groups. In each case, if successful, reductions in quality, patient
choice and access are likely to occur, and costs will rise.

Continuity of Care Issues

ASTRO anticipates that those who have benefited financially from the ability of urology groups and
other physician groups to control radiation therapy services and their revenues within their groups,
through use of the IOAE, will assert that “continuity of care” or “comprehensiveness of care” is
furthered in such a model. These assertions are belied in practice by the lack of integration which occurs
when turnkey radiation oncology services are “dropped in” to the existing group practice. The radiation
therapy service is typically provided in a separate “centralized” building separate from the group’s core
practice; the radiation oncologist(s) is typically on contract with the group, but is not a partner or owner
of the group; technical staff report to the radiation oncologist, not the group’s other physicians.

The notion that “continuity of care” is the driving force in the creation of the financially lucrative
business models created when radiation therapy services are dropped into a urology group practice is
also belied by the marketing material produced by one national for-profit purveyor of this approach.
Quoting from that company’s own website, the following “Frequently Asked Questions” and their
responses are telling:

Why should we integrate radiation oncology into our practice?

In light of decreasing LHRH and rising overhead, urologists need to seriously begin
considering new revenue sources, and there is no better revenue source available to
urologists than IMRT. In fact, the opportunity cost associated with IMRT is very high.

Every month that a group with the necessary critical mass delays in developing a center is
potentially a loss of over $500,000 of gross revenues PER month.

What is the breakeven point for an IMRT center?

The breakeven point would be 4 new patients per month. This would approximately yield
each of the 14 physicians an annual return of $8,600. However, the more typical rate of
new patients per physician is between 1 and 2 new patients per month. With a new
patient rate of 1 per physician, the projected annual return per physician is approximately
$255,000 per physician. At an average rate of 1.5 new patients per month, the projected
annual return per physician is over $425,000. These projections are based on current
prevailing Medicare reimbursement.
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Continuity of care has taken the proverbial backseat to the real driving force behind this model. Instead,
economic gain is the answer to the question “why integrate,” not quality or continuity of care.

It is indeed ironic, given the Stark Law’s core purpose that the IOAE now actually serves as a catalyst
for revenue-producing schemes heretofore unheard of. Today, under the current regulatory framework,
there are truly no serious barriers to physicians and physician groups enjoying fully the benefits of their
DHS referral revenues. Clever physicians and their business and legal advisors no longer see the Stark
Law as a serious regulatory problem to overcome, but as a simple IOAE-based puzzle to solve, the
solution of which can lead to precisely the “referral based on financial incentive” behavior the Stark
Law was intended to eliminate.

ASTRO appreciates the opportunity to comment on the current state of the IOAE and how it should be
changed. Simply put, the exception has grown far beyond the original intent of Congress and CMS
itself, that is, as a safe harbor to protect those services closely and directly related to the underlying
purpose of the patient visit — lab tests, x-rays, etc. Radiation therapy neither was nor is that sort of
“ancillary” service. ASTRO strongly believes that the law should no longer allow for the establishment
of business models which are based upon rewarding physicians solely for the referral of a patient.

Based on our analysis of the exception’s original intent, ASTRO is convinced that “radiation therapy
services” should be explicitly excluded from the list of designated health services for which the in-office
ancillary services exception may apply.
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December 17, 2007

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Blvd

Baltimore, MD 21244-1850

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

As a Mohs surgeon I am deeply concerned about the proposed rule to remove Mohs surgery from the
Multiple Procedure Reduction Rule (MPRR) exemption list. This proposal represents a dramatic reversal
of sixteen years of the Centers for Medicare and Medicaid Services’ (CMS) own determination that the
Mohs codes are and should be exempt from the MPRR. I believe this proposal will negatively impact
Medicare beneficiaries’ access to timely and quality care. In addition, application of this proposal will
not likely generate significant cost savings and may paradoxically increase costs of providing care to
these patients.

I have three main areas of concern with applying a 50% reduction to Mohs Micrographic Surgery.

1. In instances where the primary Mohs code (17311 or 17313) is reduced, the associated add on
codes (17312 or 17314) will be more highly valued than the primary codes. As the value of the add on
codes has already been determined to reflect the fact that less work is involved in the add on code, it
appears inconsistent to value the primary code below the add on code. In no other family of codes in the
integumentary system does this phenomenon exist, this making the reduction of the Mohs codes a true
-anomaly.

2. The application of a 50 % reduction is not appropriate given the amount of intraservice work
in the Mohs codes. In my practice, at least 80% of the total work is repeated when a second Mohs
procedure is performed. Therefore, reducing the value of this code by 50% would significantly
undervalue the code when utilized a second time.

3. The application of a 50% reduction to either the Mohs surgery code or an associated
reconstruction code will drive the value of the code below the cost of providing the service, thus limiting
my ability to effectively care for Medicare patients.

In light of the concerns raised above, I am requesting that CMS reconsider their plan to remove Mohs
surgery from the MPRR exemption list permanently or delay implementation until a refinement in the
reduction can be established that will alleviate the inconsistencies that a 50% reduction will generate.

Respectfully,

1900 PATTERSON ST, STE 201

Bl'ent R. MOOdy, MD, FACP, FAAD NASHVILLE, TN 37203

3098 CAMPBELL STATION PKwY, STE A20t
SPRING HILL, TN 37174

PHONE: 615-322-1221
FAX: 615-322-5401
BRMOODYMD@YAHOO.COM
LLOW AMERICAN COLLEGE OF MOHS SURGERY
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December 20, 2007

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: CMS-1385-FC Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule, and Other Part B Payment Policies for Calendar Year
2008

Dear Mr. Weems:

The American Medical Association (AMA)/Specialty Society RVS Update Committee
(RUC) appreciates the opportunity to comment on the Centers for Medicare and Medicaid
Services (CMS) Final Rule on the revisions to Medicare payment policics under the
Physician Payment Schedule for calendar year 2008, published in the November 27, 2007
Federal Register.

RUC’s Recommendations to Correct Misvaluations within the RBRVS

As you are aware, the Medicare Payment Advisory Commission (MedPAC) and others have
recently criticized the perceived misvaluation within the Resource-Based Relative Value
Scale (RBRVYS), particularly for services driven by technology. The RUC, which is
sometimes unfairly assigned blame for inaccuracies within the RBRVS, has submitted
several key recommendations to CMS to improve this payment system. These
recommendations were fully detailed in the RUC’s comment letter to CMS’ Proposed Rule,
published in the July 12, 2007, Federal Register. We believe that CMS has failed to
seriously consider these recommendations to date. We are encouraged that more recent
public statements by CMS indicate a willingness to consider the pending RUC
recommendations in future rulemaking. We urge you to do so and will continue to develop
data and rationale to support this effort. For nearly two decades the RUC, comprised of
physicians and health care professional volunteers, has dedicated itself to the improvement of
the RBRVS. We hope that we share a mutual goal to ensure that the RBRVS payment
system is fair and accurate in its relativity. We must work together to make certain these
improvements are appropriately considered and implemented.

American Medical Association 515 North State Street Chicago lllinois 60610
312 464 5000 www.ama-assn.org
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A summary of the pending RUC recommendations are as follows:

Equipment Usage Percentage Assumptions - The RUC has consistently recommended
that the existing 50% standard utilization rate for all equipment is not an accurate
measure. CMS should consider using a higher rate for all equipment, providing an
opportunity to specialty societies to provide data to support lower utilization rates, if
appropriate, based on clinical or geographic considerations. An increase in the utilization
rate should redistribute practice expense relative values to all services within the RBRVS.

Equipment Interest Rate Assumptions — The RUC’s principal objection is that CMS had
not reviewed the interest rate assumptions since the inception of resource-based practice
expenses in 1997. The prime rate fluctuated between 4% and 9.5% in the past ten years.
In addition, CMS has never provided a clear explanation of the exact method of
determining the interest rates, although it appears that the Small Business Association’s
maximum rates have been utilized. Commenters have suggested that prime plus two
percent would be appropriate. CMS merely stated that prime plus two is currently 11.5%
(9.5% +2%) and compares well to the current CMS assignment of 11%, without
explaining the method the agency originally used to determine the interest rate. The
RUC also noted inconsistencies in the assumptions for loan cost related to equipment
costs and useful life of equipment. CMS did not address the RUC comments on either of
these two issues. We encourage you to review our August 27, 2007, letter again as you
consider interest rate computations in future rulemaking.

Pricing of High Cost Disposable Medical Supplies — The RUC has repeatedly
recommended that high cost disposable medical supplies (priced at or above $200)
should either be reported separately with HCPCS II codes or individually identified
within the payment bundle and then re-priced on an annual basis. CMS reaction to
the RUC’s recommendation is particularly disappointing. CMS states that it will not
review pricing as “any annual repricing of these supplies [disposable medical supplies
at or above $200] would place undue burden on specific physician groups.”

The RUC believes this claim is unjustifiable. After a careful analysis of the medical
supplies that are priced at or above $200, the RUC determined that there are a total of 53
supply items that fall into this category. Attached is a spreadsheet that lists these 53
items, their prices, the procedure codes with which they are utilized and the top specialty
that performs these procedures. After reviewing this list, it became evident that the task
of reviewing and potentially re-pricing these items on an annual basis would not place an
undue burden on the speciaity societies as 1) the current CMS requirement to provide the
cost of a supply is to provide the agency with a single invoice and 2) the specialties with
the largest number of supplies on this list were diagnostic radiology (thirteen items) and
urology (nine items). As such, we do not believe that it would be an undue burden placed
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on these societies and the other specialty societies enumerated on this list to provide one
invoice for each of their supply items on this list to CMS on an annual basis.

Further, the maintenance of this policy has other detrimental effects. In the Final Rule,
CMS disagreed with the RUC recommendation and a clinical research study that 1 stent
is utilized in transcatheter placement of stent(s) (CPT codes 37205). CMS concluded to
amend the practice expense database to reflect 1.5 stents for 37205, a compromise
between the RUC’s recommendation, clinical research studies and other information
provided by commenters that suggested 2 stents would be appropriate. The stents used in
these services are currently priced at $1,645, as indicated on the aforementioned list. By
not updating these costly supplies on an annual basis, not only will the supply item be
potentially over-valued over time, but the supply cost will be overstated each time a
single stent is used. The RUC considered this scenario when it recommended that CMS
develop separate HCPCS Level II supply coding for these very high cost medical
supplies. CMS has made clear, both in the Final Rule and in separate communications,
that it will not develop separate coding. At a minimum CMS must make sure the pricing
for these supplies is accurate and updated on an annual basis.

The refusal to update these supplies on an annual basis could result in distorted relative
valuation for these services compared to other physician services. We believe that this
action by CMS perfectly illustrates the situation that the RUC is unfortunately enduring.
While the RUC has clearly put forward a significant recommendation to address and
prevent potential misvaluations in the RBRVS, CMS has decided to ignore the RUC
recommendation for specialty society convenience.

o Professional Liability Insurance (PLI) RVUs - In the July Proposed Rule, CMS indicated
that “we would like to better understand how, and if, technicians employed by facilities
purchase PLI and how their professional liability is insured. In addition, we are soliciting
comments on what types of PLI are carried by facilities that perform technical services.”

In the Final Rule, CMS indicates that the agency will not make any changes to the
technical component PLI relative values as no data are available. We are not aware that
CMS received any evidence that separate professional liability insurance is typically
purchased for technicians. In absence of any submitted evidence, and in receipt of a
recommendation from the RUC that these policies are not typical, we are perplexed that
CMS did not accept the RUC recommendation to eliminate the PLI relative values for the
technical component and redistribute these PLI relative values across all physician
services. This recommendation from the RUC received a unanimous vote.
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CMS was required to publish resource-based PLI relative values in 2000, however the
technical component PLI valuation remains charged based. It has distorted relativity in
the PLI component for eight years and it is time that CMS take this component of the
RBRVS seriously. Although, it is less than 5% of payment for most services, it is a
significant cost for some specialties and it is CMS’ responsibility to ensure that the
relativity reflects these higher premiums relative to other groups with lower premiums.
The example provided in our August letter illustrates the problem. It is intuitive that the
PLI costs for an obstetrician performing an amniocentesis is higher than the technician’s
risk in an MRI of the upper extremity. Yet, CMS PLI relative values are higher for the
technician.

® Budget Neutrality/Five-Year Review Work Adjustor - In this Final Rule, CMS announced
that the Five-Year Review Work Adjuster will increase from -10.10% to -11.94%. The
RUC strongly urges CMS to eliminate this work adjuster. Applying budget neutrality to
the work RVUs to offset the improvements in E/M and other services is a step backward,
and we strongly urge CMS to instead apply any necessary adjustments to the conversion
factor. The RUC also recommends that CMS use unadjusted work relative values as the
allocator of indirect practice expenses.

Physician Practice Information Survey Data

CMS currently utilizes practice expense data and physician hours from the 1995-1999 AMA
Socioeconomic Monitoring System (SMS) survey to calculate a “practice expense per hour”
estimation for each specialty. At several meetings, the RUC has recognized that these data
are outdated and that there is a significant need for new survey data. On March 24, 2006, a
multi-specialty sign-on letter (signed by more than 70 organizations) was sent to CMS with
the following recommendation:

We are all in agreement, however, that moving forward, it is imperative that a
multi-specialty practice expense survey be conducted to collect recent, reliable,
consistent practice expense data for all specialties and health care professionals.
We urge CMS to work with the AMA and other physician and health professions
organizations to achieve this goal.

The RUC appreciates that CMS has expressed support of this survey process. CMS indicated
in the Final Rule, that “we look forward to analyzing the results of the AMA data collection
efforts for possible inclusion in the resource-based practice expense methodology in future
rulemaking cycles.” We understand that the survey will be conducted throughout 2007 and
2008 to collect data for the 2010 Medicare Physician Payment Schedule.
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Five-Year Review of Practice Expense Inputs

During the 2005 Five-Year Review process, practice expense inputs were not reviewed as it
was considered that the refinement process for the costs had just been completed. Since that
time, the RUC has discussed with CMS staff the timing of the next review of practice
expense inputs. From these discussions, the RUC assumes that this process will be initiated
in the 2009 Final Rule along with the initiation of the Five-Year Review Process,
culminating in implementation on January 1, 2012. However, we are not confident in this
assumption. In this Final Rule, CMS responds to several commenters seeking increases in
their practice expense relative values by referring them to their specialty and the RUC. We
require clarification from CMS. Is it the intention of CMS to initiate a rolling review of
practice expense inputs? If this is the case, what is the mechanism to identify the codes for
review?

We are also concerned that CMS has included statements in the Final Rule that attribute
decisions to the RUC that the RUC has not made. For example, CMS discussed a comment
that the RUC has failed to consider crash carts to be a direct cost, without clarifying that this
was not a RUC action, but rather a decision made by CMS when the practice expense
methodology was developed. We also want to clarify that at no time has the RUC attested to
whether a service may or may not be safely performed in a physician’s office. We want to
make abundantly clear to those individuals who have reviewed your comments for
transcather placement of stent(s) and arthoscopic procedures that the RUC defers to the
specialty society for that determination. We mention these two items to clarify the RUC’s
role. The RUC process utilizes the methodology and rules developed by CMS and has no
role in determining the safety or effectiveness of any medical service.

New and Revised Process: CPT 2008

CMS reviewed and accepted all of the RUC recommendations. The RUC sincerely
appreciates the confidence that CMS has displayed in our process of developing work
relative value recommendations. We also acknowledge the valuable contribution of your
staff in attending and observing our meetings.

Non Face-to-Face Services:

Although, we appreciate your decision to publish the RUC recommendations for several new
non face-to-face services in the Final Rule, we are disappointed that CMS chose to either
bundle or not cover several new CPT codes describing these services. These team
conferences, phone calls, and on-line communications were specifically created by CPT and
valued by the RUC to exclude any duplication of pre- or post-service time from other
physician services. CMS also mentions that the agency will not cover services that include
conversations with parents or guardians as they are not the Medicare beneficiary. These
codes were designed to also apply to pediatricians, and therefore it is critical for a parent
initiated phone call to be included.
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We believe that these concerns could be specifically addressed with the CPT Editorial Panel.
We urge CMS to reconsider the coverage status for these services.

Fracture Treatment Procedures

As part of the 2005 Five Year Review process, the American Academy of Orthopaedic Surgery
(AAOS) commented that the compelling evidence rationale for examining the work RVU for
the fracture treatment codes is that there is evidence that incorrect assumptions were made in
the valuation of these codes due to lack of clarity of the CPT descriptor. In particular, the CPT
descriptor stated “with or without internal or external fixation.” However, it is unclear whether
the previous valuation for the code included the situation when internal and external fixation is
applied to a fracture site. Therefore, the RUC recommended that these codes be referred to the
CPT Editorial Panel first for clarification, prior to reviewing evidence of misvaluation.

At the October 2006 CPT Editorial Panel Meeting, the AAOS recommended to the CPT
Editorial Panel that the identified fracture treatment codes in the musculoskeletal section of
CPT, that includes the nomenclature “internal or external” fixation should be clarified to state
that external fixation should be an adjunctive procedure to these procedures. The CPT
Editorial Panel agreed with the specialty that these codes needed to be clarified and removed
reference to external fixation from 64 CPT codes. These 64 codes were divided into four
categories based on convenience of review: Shoulder/Elbow, Elbow/Hand, Hip/Knee and
Foot/Ankle. At the February 2007 RUC Meeting, three of these categories were discussed:
Shoulder/Elbow, Elbow/Hand and Foot/Ankle. The Hip/Knee codes were discussed at the
April 2007 RUC Meeting.

Between 150 and 450 individuals participated in each of the surveys. These respondents
included general orthopaedic surgeons, shoulder and elbow surgeons, orthopaedic trauma
surgeons, hip and knee surgeons, podiatrists and general hand surgeons. After the results from
all of these groups were tabulated, a consensus committee of physicians representing the
American Academy of Orthopaedic Surgeons, American Shoulder and Elbow Surgeons,
American Society for Surgery of the Hand, Arthroscopy Association of North America,
American Association of Hip and Knee Surgeons, American Podiatric Medical Association
and Orthopaedic Trauma Association met to discuss the survey data for the revised fracture
treatment codes.

The RUC reviewed the specialties’ presentation of the 25™ percentile of the survey median for
most services. The RUC made several modifications to the recommendations to ensure
appropriate rank order and compared these services to multiple reference service codes,
including many on the Multi-Specialty Points of Comparison (MPC) list. The issue was
deliberated over the course of multiple meetings and hours to ensure not only appropriate intra-
service work per unit of time (IWPUT), but appropriate pre- and post-service time and visit
allocation. The RUC was confident that its review of these procedures was thorough and



Kerry Weems
December 20, 2007
Page Seven

comprehensive. To ensure that the written rationales were complete and appropriate, AMA
RUC staff convened a conference call with RUC members and CMS staff prior to the formal
submission in May.

In the Final Rule, CMS commented that “although we agree with the relationships, the
increases in work RVUs re-establish the relativity of the services in these families and in doing
so created budget neutrality issues. In order to retain budget neutrality within these families of
codes, the work RVUs associated with each code had to be adjusted.” The RUC believes that
the internal/external fixation codes should not be subject to budget neutrality. The RUC
carefully considered whether budget neutrality guidelines should be applied to these
recommendations as the RUC operates with the initial presumption that the current values
assigned to codes under review are correct. This presumption can be challenged by a society
presenting a compelling argument that the existing values are no longer appropriate for the
codes in question. The argument for a change in value must be substantial and meet the RUC’s
compelling evidence standards.

The RUC reviewed the compelling evidence offered by the specialties for these procedures.
The specialty societies explained that the CPT descriptors originally contained the phrase “with
or without internal or external fixation,” leaving it is difficult to determine what the original
Harvard survey data actually represented. Furthermore, an Abt study was performed in 1992
for RUC consideration. This study produced percentage relationships to key reference codes,
but not surveyed time and visit data. Some of these recommendations were accepted by the
RUC and CMS and others were adjusted up or down, but no changes were made to the Harvard
time and visit data, if available. Therefore, the specialty society believes that there is little, if
any, relationship between the Harvard database time and visit information and the current work
RVUs. The specialty societies stated that there was a significant change in the technology for
how these procedures are performed. The surgical treatments use open anatomical reduction,
and internal fixation has been made more complex with the introduction of new imaging
methods such as computed tomography which allows better detection of the fracture pathology
and provides the basis for new surgical strategies. There are also new internal fixation devices
that require more work.

Further, the patient population has changed, as women over 50 are a fast growing segment of
the population. A huge percentage of these patients are osteoporatic — making fracture fixation
and maintenance of fixation far more difficult. Also, for several of the identified procedures,
the provider of the services has changed and was not a part of the original Harvard studies such
as the American Society for Surgery of the Hand. The RUC also reviewed CPT code 20690
Application of a uniplane (pins or wires in one plane), unilateral, external fixation system and
20692 Application of a multiplane (pins or wires in more than one plane), unilateral, external
fixation system (eg, Ilizarov, Monticelli type). 1t is the RUC’s understanding that the utilization
for these two procedures will not change with this coding
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change made by the CPT Editorial Panel. Therefore, given the ample amount of compelling
evidence offered by the specialty societies, the RUC disagrees with CMS’ determination to
apply work neutrality to these services and requests that the RUC recommended relative values
for these services be implemented.

However, if CMS does not implement the RUC recommended relative values for these
services, the RUC requests that the budget neutrality impacts be implemented across a family
of codes (i.e. the entire fracture family of codes), not across the arbitrary groupings (i.e.
shoulder/elbow), that were created during their valuation process. The method employed by
CMS distorted the relativity of the fracture codes.

Specialty Society Request

PE Input Correction for 43760 Change of gastrostomy tube

The RUC in coordination with the American Gastroenterological Association (AGA) and the
American Society for Gastrointestinal Endoscopy (ASGE) noted an error in Table 4, Practice
Expense Supply Item Additions for CY 2008, in the Final Rule. The RUC practice expense
recommendation for CPT code 43760 Change of gastrostomy tube, included 1 low profile
gastronomy replacement button and 1 stoma measuring device. As these items were new
supplies, the specialty society provided an invoice and product information from the
manufacturer. This information detailed that the MIC-KEY Low-Profile Gastrostomy Tube
Kit included the following components: MIC-KEY low-profile device, feeding extension set,
bolus extension set, one 6 ML syringe (to fill balloon), one 35 ml syringe (to check
placement) and four gauze pads. The retail price of this kit was $210. The stoma measuring
device had a retail price of $8.82. CMS assigned a unit price of $5 for the MIC-KEY Low-
Profile Gastrostomy Tube Kit and $10 for the stoma measuring device.

Furthermore, the specialties recognized that there was some duplicative items listed in the
RUC recommendations forwarded to CMS as many of these items are included in the MIC-
KEY kit. Items to be removed include: the drainage catheter, one syringe, and four gauze
pads. In addition, the specialty wishes to clarify the low profile replacement button is
equivalent to the MIC-KEY low profile device which is part of the MIC-KEY kit and
therefore recommends that the low profile replacement button also be removed as it is part of
the MIC-KEY kit. The RUC is supportive of these modification made by the AGA and
ASGE and refers CMS to their letter for further information. Attached to this letter is the
modified RUC practice expense recommendation for 43760, and the invoice and product
information for these supplies. The RUC requests that CMS correct the pricing error by
reviewing the invoices for these two supply items and incorporate the requested
modifications.
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Please note, however, that the RUC does not endorse any particular supply price. Cost
estimates for medical supplies and equipment not listed on “CMS’s Labor, Supply, and
Equipment List for the Year 2007 are based on provided source(s) as noted, such as
manufacturer’s catalogue prices, and may not reflect the wholesale prices, quantity or cash
discounts, prices for used equipment or any other factors which may alter the cost estimates.

The RUC appreciates the opportunity to offer these comments to CMS. We look forward to
the work ahead to further improve the RBRVS.

Sincerely,
%4&«.‘, PAedy e s Frocs
William L. Rich, III, MD, FACS

cc: RUC participants
Attachments



‘Medical Supplies Used in the Non-Facility Setting Priced at or Greater than $200

Procedure
Codes with

Supply Description Price Supply |Top Specialty for CPT Code

tray, RTS applicator (MammoSite) 2,550.00 19296 GENERAL SURGERY

array kit, GenoSensor 2,121.00 88386 INDEPENDENT LABORATORY

probe, radiofrequency, 3 array (StarBurstSDE) 1,995.00 20982 DIAGNOSTIC RADIOLOGY
50592 DIAGNOSTIC RADIOLOGY
32998 No Data Available

catheter, CVA, system, tunneled w-port, dual (LifeSite) 1,750.00 36566 GENERAL SURGERY

stent, vascular, deployment system, Cordis SMART 1,645.00 37205 DIAGNOSTIC RADIOLOGY
37206 DIAGNOSTIC RADIOLOGY

probe, cryoablation (Visica ICE 30 or 40) 1,589.00 19105 No Data Available

kit, gene, MLL fusion 1,395.00 88385 INDEPENDENT LABORATORY

catheter, intradiscal (spineCATH) 1,380.00 22526 No Data Available
22527 No Data Available

plasma LDL adsorption column (Liposorber) 1,300.00 36516 INTERNAL MEDICINE

probe, endometriai cryoablation (Her Option) 1,250.00 58356 OBSTETRICS/GYNECOLOGY

kit, hysteroscopic tubal implant for sterilization 1,245.00 58565 OBSTETRICS/GYNECOLOGY

probe, cryoablation, renal 1,175.00 50593 UROLOGY

plasma antibody adsorption column (Prosorba) 1,150.00 36515 RHEUMATOLOGY

kit, transurethral microwave thermotherapy 1,149.00 53850 UROLOGY

hysteroscope, ablation device 1,146.00 58563 OBSTETRICS/GYNECOLOGY

kit, transurethral needle ablation (TUNA) 1,050.00 53852 UROLOGY

kit, photopheresis procedure 858.00 36522 HEMATOLOGY/ONCOLOGY

laser tip, diffuser fiber 850.00 52647 UROLOGY
52648 UROLOGY

tray, scoop, fast track system 750.00 31730 OTOLARYNGOLOGY

catheter, balloon, thermal ablation (Thermachoice) 727.00 58353 OBSTETRICS/GYNECOLOGY

catheter, RF endovenous occlusion 725.00 36475 GENERAL SURGERY

plate, surgical, reconstruction, left, 5 x 16 hole 719.00 21127 ORAL SURGERY (DENTISTS ONLY)
21215 ORAL SURGERY (DENTISTS ONLY)
21125 No Data Available

kit, vertebroplasty (LP2, CDO) 696.00 22520 DIAGNOSTIC RADIOLOGY
22521 DIAGNOSTIC RADIOLOGY

kit, transurethral water-induced thermotherapy 650.00 53853 UROLOGY

kit, PICC with subcut port 586.00 36585 DIAGNOSTIC RADIOLOGY
36571 GENERAL SURGERY
36570 No Data Available

fiducial screws (set of 4 uou) 558.00 77011 DIAGNOSTIC RADIOLOGY
77301 RADIATION ONCOLOGY

kit, endovascular laser treatment 519.00 36478 GENERAL SURGERY

kit, CVA catheter, tunneled, with subcut port 495.00 36561 DIAGNOSTIC RADIOLOGY
36582 DIAGNOSTIC RADIOLOGY
36563 GENERAL SURGERY
36583 VASCULAR SURGERY
36560 No Data Available

kit, for percutaneous thrombolytic device (Trerotola) 487.50 37188 CRITICAL CARE (INTENSIVISTS)
37184 DIAGNOSTIC RADIOLOGY
37186 DIAGNOSTIC RADIOLOGY
37187 INTERVENTIONAL RADIQOLOGY
36870 NEPHROLOGY

electrode, grid 475.00 95829 GENERAL PRACTICE

kit, priming, random 463.00 88385 INDEPENDENT LABORATORY
88386 INDEPENDENT LABORATORY

kit, capsule endoscopy w-application supplies (M2A) 450.00 91110 GASTROENTEROLOGY

kit, capsule, ESO, endoscopy w-application supplies (ESO) 450.00 91111 No Data Available

catheter, balloon, low profile PTA 431.50 35471 CARDIOLOGY
35474 CARDIOLOGY
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'Medical Supplies Used in the Non-Facility Setting Priced at or Greater than $200

Procedure
Codes with
Supply Description Price Supply |Top Specialty for CPT Code
35470 DIAGNOSTIC RADIOLOGY
plate, surgical, rigid comminuted fracture 389.00 21461 ORAL SURGERY (DENTISTS ONLY)
21462 ORAL SURGERY (DENTISTS ONLY)
catheter, CVA, tunneled, dual (Tesio) 355.00 36565 DIAGNOSTIC RADIOLOGY
catheter, microcatheter (selective 3rd order) 337.88 36217 CARDIOLOGY
36247 CARDIOLOGY
37210 No Data Available
kit, pleural catheter insertion 329.00 32550 PULMONARY DISEASE
collagen, dermal implant (2.5ml uou) (Contigen) 317.00 52330 UROLOGY
kit, CVA catheter, tunneled, without port-pump 308.00 36558 NEPHROLOGY
36581 NEPHROLOGY
36557 No Data Available
catheter, balloon, lacrimal 306.00 68816 No Data Available
kit, percutaneous neuro test stimulation 305.00 63610 ANESTHESIOLOGY
64561 UROLOGY
laser tip (single use) 290.00 30117 OTOLARYNGOLOGY
52214 UROLOGY
52224 UROLOGY
52317 UROLOGY
kit, loop snare (Microvena) 275.00 36595 DIAGNOSTIC RADIOLOGY
37203 DIAGNOSTIC RADIOLOGY
lagent, embolic, 2 ml uou 258.00 37210 _ [No Data Available
catheter, balloon, PTA 243.50 35472 DIAGNOSTIC RADIOLOGY
35473 DIAGNOSTIC RADIOLOGY
35475 NEPHROLOGY
35476 NEPHROLOGY
G0392 No Data Available
(G0393 No Data Available
stent, ureteral, w-guidewire, 3cm flexible tip 235.00 52332 UROLOGY
plate, surgical, mini-compression, 4 hole 226.00 21208  |ORAL SURGERY (DENTISTS ONLY)
suture device for vessel closure (Perclose A-T) 225.00 35471 CARDIOLOGY
35474 CARDIOLOGY
37188 CRITICAL CARE (INTENSIVISTS)
35470 DIAGNOSTIC RADIOLOGY
35472 DIAGNOSTIC RADIOLOGY
35473 DIAGNOSTIC RADIOLOGY
37184 DIAGNOSTIC RADIOLOGY
37205 DIAGNOSTIC RADIOLOGY
37187 INTERVENTIONAL RADIOLOGY
35475 NEPHROLOGY
G0392 No Data Available
sensor, pH capsule (Bravo) 225.00 91035 GASTROENTEROLOGY
eyelid weight implant, gold 217.50 67912 OPHTHALMOLOGY
catheter, balloon, esophageal or rectal (graded distention test) 217.00 91120 COLORECTAL SURGERY
91040 PHYSICIANS ASSISTANT
Mammotome probe 200.00 19103 DIAGNOSTIC RADIOLOGY
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AMA Specialty Society Recommendation

A ] B | [ D ! E
1 ) .
American Gastroenterological Association B Code Descriptor Change of
2 American Soclety for Gastrointestinal End. py Gastrostomy Tube
3 [LOCATION CMS Code Staff Type NonFacility |  Facility
| 4 )GlosaLpeRO0 .+ | 1]
s [roraLcumicaL taBorTiMe | owe #RN!EPE/MTL [ 310 e
| 6 ]TOTAL PRE-SERV CLINICALLABORTIME | 1037B | RNAPNMTA | 0 | 30
7_ |TOTAL SERVICE PERIOD CLINICAL LA_BOR TIME | L0378 JgRl“LLPJ"LMIA_%, 28.0 O 00|
8 |[TOTAL POST-SERV CLINICAL LABOR TIME | L0378 | RNAPNMTA 3.0 0.0
9
10 |Start: Following visit when decision forsurgeryorproceduremade | | : o
11]Complete pre-service diagnostic & referralforms | L0378 | RNAPNMTA | S - ,j
12 |Coordinate pre-surgery services R | L037Bﬂ \,REENMTM _ o ]
13]Schedue space and equipmentinfacity | Logre | RNLPNAMTA | 3 ]
14|Provide pre-service education/obtain consent _§ Losre ﬁfRMRNM Al L
75 Folow-up phone cals 8 proscrptons | L0378 | RNAPNMTA | E S
Other Ciinical Activity (please specity) | L ]
End:When patient enters office/facility for surgery/procedure

Start: When patient enters office/facility for surgery/pr

20 |Pre-service services e ]
21 |Review charts o | ]
22 |Greet patient and provide Erovide gown mg LO37B RN/LPN/MTA |
23|Obtainvitalsigns L0378 § RNAPNMTA |
24 |Provide pre-service education/obtain consent __ | L0378 | RNAPNMTA
25 |Prepare room, equipment, supplies LO37B | RNAPNMTA
26 | Setup scope (non facility setting only) o ]
27 | Prepare and position patient/ monitor patient/ set u J_IV LO37B | RNAPNMTA
28 |Sedate/apply anesthesia o . ﬂ
29 |intra-service o

30 |Assist physician in performing p Mrocedure o L0378 ﬂllLﬂ‘l/MTA
31 |Post-Service ]
32 | Monitor pt. following service/check tubes, monitors, drains |  LO37B RN@IIM i
33 |Clean room/equipment by physicianstaff L0378 RN/LPNIMTA
34 |Clean Scope ] ]
35|Clean Surgical Instrument Package [ ]
36 [Complete diagnostic forms, lab & X-ray requisitions -]
37 |Review/read X-ray, lab, and pathologyreports |} |
|38 |Check dressings & wound/ home care instructions /coordinatd L0378 | t.m/!-.PMMTA_
| 39 |Discharge day management 99238 —-12 minutes 99239 —15 minutes ﬂ“‘

B
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40 |Other Clinicai Activity (please specify) o o
41 |End: Patient leaves office
42
43 |Start: Patient leaves officeffacllity ] o .
44 | Conduct phone calls/call in prescriptions | L037B | RN/APNMTA | 3 e
45 |List Number and Level of Office Visits o o L
46]99211 16minutes 0 ] 16 I B
47199212 27 minutes 0 - 27 ] ]
48199213 36 minutes o ] 3% |
48199214 53 minutes o ’jw 75377711 L j
5099215 63 minutes 63
51| Total Office Visit Time o 0 | 0
53 {End: with last office visit before end of global period
54
55 | pack, minimum multi-specialty visit SA048 item 1 ]
56 |gown, surgical, sterile $B028 item 2 o
57 |gloves, sterile SB024 item 2 o
58 |mask, surgical, with face shield SB034 item 2 I
59 |cap, surgical SB0O1 item 2 .
60 ] shoe covers, surgical SB039 item 2 o
61 |drape, sterile, fenestrated 16in x 29in SBO11 item 1 I
62 Jdrape-towel, sterile 18inx26in SB019 item 2 ]
63 | kit, suture removal SA031 item 1 ]
64 |tray, shave prep SA067 item 1 ]
65 [underpad 2fbx3ft (Chux) SB044 item 1 1
66 |povidone soln (Betadine) SJ041 cc 60 ]
67 |applicator, sponge-tipped SG009 tem 4 o ]
68 Jlidocaine 1%-2% inj (Xylocaine) SHO047 cc 10 o
69 |syringe w-needle, OSHA compliant (SafetyGlide) SC058 item 2 ]
70 {3 way stop cock (for irrigation) SC049 item 1 o
71 | syringe 60ml (for irrigation) SC056 item 1 -
72 | sodium chioride 0.9% irigation (500-1000m! uou) SH069 item 1 o
73 |closed flush system, angiography SC010 item 1 o
74 |sodium chioride 0.9% flush syringe SHO065 item 2 o
75 |guidewire SDoss item 1 o —‘
76 |gauze, sterile 4in x 4in 8G055 item 2 o ‘{
77 |tape, surgical paper 1in (Micropore) SGO079 item 12 ]
78 |stoma measuring device See invoice ftem 1 o _{
MIC-KEY Kit- includes 1- MIC-KEY Low-Profile Device, 1-
Feeding Extension Set, 1- Bolus Extension Set,1- 6 mi ‘ ; 1 |
79 |syringe, 1- 35 mi syringe and 4-gauze pads . See invoice | kit
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. ]

AMA Specialty Society Recommendation

A | B c D 1 E
: American Gastroe o o
erican Gas erological ocTation . Code Descriptor. Change of
American Soclety for Gastrol tinal End s
) erican Society for Gastrointestinal Endoscopy WTM
3 |[LOCATION CMS Code Staff Type Non Facility Facility
81 |Exam table EF03 100% 10
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>>> "Joel Brill" <joel.brill@verizon.net> 3/26/2007 2:22:38 PM >>>
Model numbers and pricing for low-profile gastrostomy tube (43760)

From: Vermeulen, David

Sent: Monday, March 26, 2007 7:35 AM
To: ‘joelbrill@verizon.net’

Subject: MIC-KEY Info

Dr. Brill,
Per our discussion, under CPT 43760, using our MIC-KEY Low-Profile Gastrostomy Tube, a

physician would need the following:
1. MIC-KEY “Kit" which includes the following components:
MIC-KEY Low-Profile Device
Feeding Extension Set
Bolus Extension Set
One 6 ML syringe (to fill balloon)
One 35 ml syringe (to check placement)
e Four Gauze Pads
2. MIC-KEY Stoma Measuring Device

Our retail prices on these products are:

¢ MIC-KEY “Kit": $210.00 each

e Stoma Measuring Device: $8.82 each
I have attached the following for your information:

e MIC-KEY Brochure

e MIC-KEY Care Guide

Should have any questions or require additional information, please give me a call.

David Vermeulen

Sr. Customer Marketing Manager
Kimberly-Clark Health Care
Phone: 770-587-8036
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KimBERLY-CLARK" Mic-Key*
Low-Profile Gastrostomy Feeding Tube

Helping your patient face the use of a gastrostomy tube,
possibly for a lifetime, can be a challenge. That's why the
KimMBERL¥CLARK* MIC-KEY* Low-Profile Gastrostomy Feeding Tube
is designed to provide a little peace of mind for both of you.

The KimBERL¥CLARK Mic-KEY Feeding Tube is available in 79 sizes
for a comfortable, proper fit that minimizes the chance of
leakage. The Mic-Key feeding tube does not require the use

of an obturator, so the tube does not need to be distorted for
insertion. The slim design allows more air to circulate around
the stoma and makes it easy to care for.

For active patients, the Mic-Key feeding tube is less
cumbersome than conventional gastrostomy tubes, and its
low-profile design makes it unobtrusive and easier to conceal.

Tube Features Include:

Medical Grade Silicone Construction

Low-Profile Design

Tapered Distal Tip

Silicone Internal Retention Balloon

Distal Tip Recessed at Recommended Fill Volume
Proximal Anti-Reflux Valve

SECcuRr-Lok* Extension Set Connector Mechanism
Radiopaque Stripe

Wide Variety of Extension Sets Available

The KimBeRL-CLARK* MIC-KEY* Low-Profile Gastrostomy Feeding
Tube is just one of the clinical solutions that you can depend on
to meet the demands of your fast-paced world.

Whether your needs involve preventing healthcare-associated
infections, surgical and digestive solutions or pain management,
with Kimberly-Clark you'll always have one less worry.

B Kimberly-Clark

Trusted Clinical Solutions™




KimBerLy-CLArRk* Mic-Key* feeding tubes provide

a worry-free solution to enteral feeding

77T e —— e —— e — e
12 French 14 French 16 French
Stock # STOMA LENGTH Stock # STOMA LeNGTH Stock # STOMA LENGTH
0120-12-0.8 0.8 cm 0120-14-0.8 0.8 cm 0120-16-0.8 0.8 cm

0120-12-1.2 1.2¢cm 0120-14-1.2 1.2cm b120-16-l.2 12cm

0120-12-1.7  17cm 0120-1417  17cm 0120-16-17 1.7cm

0120-12-23 © 23cm 0120-14-23 23cm 0120-16-23 23 cm

0120-12-27 2.7 em 0120-14-27 27¢m 0120-1627 27 ¢m

0120-12-3.5 35¢cm 0120-14-3.5 35¢cm 0120-16-3.5 | 35¢cm

0120-16-4.5

0120-14-4.5

18 French 20 French 24 French
Srock # STOMA LENGTH Stock # Stoma LENGTH Stock # STOMA LENGTH
0120-18-0.8 0.8cm 0120-20-0.8 0.8cm 0120-24-1.5 1.5¢cm

0120-18-12  12¢cm 01202012  12cem 0120-24-20 20cm

0120-18-1.7 N 1.7cm 0120-20-1.7 1.7¢m 0120-24-2.5 25¢cm

0120-18-2.3 0120-20-2.3 23cm 0120-24-3.0

0120-24-4.0

0120-18-2.7 0120-20-2.7

0120-24-5.0 50cm

0120-18-3.5 0120-20-35

0120-18-4.5 0120-20-4.5 ~45cm

Kit Includes™

1- Mic-Key* Low-Profile Feeding Tube

1- Mic-Key* Extension Set with Secur-Lok* Right Angle Connector and 2 Port
“Y" and Clamp - 12" Length (for continuous feeding)

1- Mic-Key* Bolus Extension Set with Cath Tip, SECur-Lok*
Straight Connector and Clamp - 12" Length (for bolus feeding)

1- 8ml Syringe
1- 35ml Catheter Tip Syringe
4- Gauze Pads




KimBERLY-CLARK* Mlic-Kev*
Low-Profile Gastrostomy Feeding Tube

Accessories

To complement the KIMBERLCLARK* Mic-KeY* Low-Profile Feeding Tube, a variety of
feeding accessories and lengths are available for the continuous or bolus delivery of
nutrients and medications. Each features the SECUR-LOK® connection mechanism to

minimize feeding set disconnects. In addition, each set allows for complete range
of motion by allowing the Extension Set to rotate within the Mic-Key* feeding port
during movement.

DEHP-FRee

STANDARD  FORMULATION
Stock # Stock #
0221-12 0121-12
0221-24 0121-24
022202 0122-02
0223-12 0123-12
0223-24 0123-24
0224-12 0124-12
0224-24 0124-24
0226-12 0126-12
0226-24 0126-24
0125-00

t Alt KIMBERLY-CLARK* MIC-KEY* Low-Profile Gastrostomy Feeding Tube Kits include OEHP-Free Formulation extension sets
1t Standard formulation contains DEHP. For further information about DEHP, please visit our website at www.kchealthcare.com/DEHP

LENGTH

17

rla

17

w

0

DESCRIPTION

Mic-Kev* Extension Set with Secur-Lox*
Right Angle Connector and 2 Port “Y" and Clamp

Mic-Key Extension Set with SECUR-Lok
Right Angle Connector and 2 Port “Y* and Clamp

Mic-Kev* Medication Set with Secur-Lok*
Right Angle Connector and 2 Port “Y”

Mic-Ker* Bolus Extension Set with Cath Tip,
Secur-Lok Straight Connector and Clamp

Mic-Kev Bolus Extension Set with Cath Tip,
Secur-Lok Straight Connector and Clamp

Mic-Kev* Bolus Extension Set with Cath Tip,
Secur-Lox* Right Angle Connector and Clamp

Mic-Kev Bolus Extension Set with Cath Tip,
Secur-Lok Right Angle Connector and Clamp

Mic-Kev* Threaded Extension Set with
Secur-Lok* Right Angle Connector
and Clamp (for International sale only)

Mic-Kev Threaded Extension Set with
Secur-Lok Right Angle Connector
and Clamp (for International sale only)

Mic-Key* Stoma Measuring Device

EAcH

10

For a complete listing of
Digestive Health products
and services, visit our web-
site at kchealthcare.com or
kchealthcare.com/mic-key,
or contact your local sales
rep at 1-800-528-5591 (U.S.),
+1 801 572 6800 {int.).

= U
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AstraZeneca%

December 27, 2007

By Courier

Kerry N. Weems, Acting Administrator
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1385-FC — CAP Issues/Prefilled Syringes and Drug Compendia

Dear Mr. Weems:

AstraZeneca (encompassing AstraZeneca Pharmaceuticals LP and AstraZeneca
LP (“AstraZeneca”)) appreciates the opportunity to comment on the Centers for Medicare
& Medicaid Services (“CMS”) final rule with comment period on Revisions to Payment
Policies Under the Physician Fee Schedule for Calendar Year 2008 and Other Part B
Payment Policies (the “Final Rule With Comment Period”). AstraZeneca is a leading
global healthcare company dedicated to the research and development of new medicines
in therapeutic areas including cardiovascular, gastrointestinal, oncology, respiratory, and
neuroscience. AstraZeneca is committed to the discovery of drugs that will allow patients
to lead longer, healthier and more productive lives. We conduct and support scientifically
robust research that improves the delivery of effective, high-quality care to patients.

In that regard, we appreciate the opportunity to present additional comments on the
following two issues:

e CMS should maintain its current policy prohibiting competitive acquisition program
(“CAP") vendors from repackaging CAP drugs.

e To ensure patient access to life-improving therapies, it is imperative that CMS
approve at least one additional compendium as soon as possible.

l. CAP Issues: AstraZeneca requests that CMS maintain its current prohibition
against CAP vendors repackaging CAP drugs.

CMS should maintain its current policy that prohibits CAP vendors from
repackaging CAP drugs. In the July 12, 2007 Medicare physician fee schedule proposed
rule, CMS solicited comments as to whether it would be feasible for an approved CAP
vendor(s) to supply prefilled syringes to all physicians who participate in the CAP. This
approach would be in lieu of the current requirement that physicians obtain CAP drugs
that are provided in prefilled syringes from an entity other than a CAP vendor.

AstraZeneca Pharmaceuticals LP Main 202 350 5500

Federal Government Affairs Fax 202 350 5510
701 Pennsylvania Avenue NW Suite 500 Washington DC 20004 www.astrazeneca-us.com
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AstraZeneca@

We are pleased that, after reviewing public comments on this issue, CMS has
decided not to amend its policy at this time. As we noted in our formal comments on the
proposed rule, AstraZeneca has strong concerns about allowing approved CAP vendors
to repackage CAP drugs. We agree with CMS’s current policy that it is inappropriate for
CAP vendors to perform pharmacy admixture services when furnishing CAP drugs,
because such services require specialized staffing, training, and equipment that a CAP
vendor may not possess. Modifying this policy could compromise the integrity of CAP
drugs and jeopardize patient care. That is why we urged CMS to maintain its policy
providing that, when product labeling provides for a single dose vial, CAP vendors are not
allowed to repackage the product or allow for its use as a muiti-dose vial.

In the Final Rule With Comment Period, CMS reiterated the many operational
and policy considerations that must be weighed before making such a change to allow
CAP vendors to repackage drugs. Applicable laws and regulations, along with serious
product stability and product integrity concerns, make it inadvisable to change CMS
requirements either now or in the future. We therefore urge CMS to continue to exercise
caution and ensure that quality of care is preserved for patients and physicians
participating in the CAP program by maintaining the current safeguards in the CAP
regulations.

il Drug Compendia: AstraZeneca requests that CMS approve at least one
additional drug compendium as soon as possible

We urge CMS to expedite its review of outstanding requests for compendia status
that are before the agency. While we commend CMS for putting a more formal review
process in place, we believe that irmmediate action is required on pending requests to
ensure continued Medicare beneficiary access to the most current treatment options that
are available. We are concerned that the implementation of CMS’s new review process,
coupled with the fact that there is currently only one approved compendia, may limit
patient access to these options for those who are critically-ill and cannot wait for the
regulatory process to resolve this issue. We would welcome an opportunity to meet with
CMS to discuss our concerns in greater detail.

* % %

Again, AstraZeneca appreciates the opportunity to share our views on the Final
Rule With Comment Period. Please do not hesitate to contact me at 202-350-5525 if you
have any questions or need further information about these comments.

Sin;erely, Z : )

Sandra Leonard

Director, Government Reimbursement

AstraZeneca Pharmaceuticals LP
Federal Government Affairs o 202 480 8510

701 Pennsylvania Avenue NW Suite 500 Washington DC 20004 o it A
www.astrazeneca-us.com
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Because health matters

Edward F. GREISSING
Vice President

December 31, 2007
BY ELECTRONIC SUBMISSION

Kerry N. Weems, Acting Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G

Hubert H. Humphrey Building

200 Independence Avenue, S.W.
Washington, D.C. 20201

Re: CMS-1385-FC - Revisions to Payment Policies Under the
Physician Fee Schedule: Medicare Interim Final Rule Physician Fee
Schedule 2008 related to codes 99441, 99442, 99443, 98966, 98967,
98968

Dear Acting Administrator Weems:

Sanofi-aventis appreciates this opportunity to comment on the Centers for
Medicare and Medicaid Services’ (CMS) interim final rule with comment regarding
revisions to payment policies under the Medicare physician fee schedule, published
in the Federal Register on November 27, 2007 (the Interim Final Rule). 1/ As a
pharmaceutical company backed by world class research and development, we
develop innovative therapies to help Medicare beneficiaries lead longer, healthier,
and more productive lives. OQur portfolio is focused in seven major therapeutic
areas: cardiovascular disease, thrombosis, oncology, diabetes, central nervous
system, internal medicine, and vaccines.

Sanofi-aventis is committed to the fight against disease throughout the
world. In the new millennium, we have taken up the major challenges of
discovering new compounds that are essential to the progress of medical science and
launching pharmaceutical products all over the world that constitute real

)Y 72 Fed. Reg. 66222 (November 27, 2007).
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Acting Administrator Kerry N. Weems
January 31, 2007
Page 2 of 3

therapeutic progress for patients. Our mission is to discover, develop, and make
available to physicians and their patients innovative, effective, well-tolerated, high
quality treatments that fulfill vital health care needs.

These comments are in addition to the comments we provided to you on the
proposed rule that preceded this Interim Final Rule. 2/ Specifically, we are
concerned that although the Interim Final Rule provided interim relative value
units (RVUs) for Current Procedural Terminology (CPT) codes 99441, 99442, 99443,
98966, 98967 & 98968, CMS assigned status indicator “N” to these codes in
Addendum C, identifying them as non-covered services. CPT codes 99441, 99442,
and 99443 describe telephone evaluation and management services provided by a
physician to an established patient, parent or guardian. CPT codes 98966, 98967,
and 98968 describe telephone evaluation and management services provided by a
qualified non-physician health care professional to an established patient, parent or
guardian. Full reimbursement of these codes is essential to promoting care
coordination by physicians, care coordinators and case managers, and we ask that
CMS reconsider its decision in the Interim Final Rule and fully reimburse these
codes.

These codes describe services that are critical to providing quality care and
satisfying quality measures included in the Physician Quality Reporting Initiative
(PQRI). Patients frequently are transferred between care settings, such as between
primary care and specialty physicians, different departments in the hospital, and
multiple facilities. During these transitions, it can be difficult to ensure sufficient
communication between providers or across care settings in order to provide
continuity of care to a patient and ease the burden borne by patients and their
families with regard to follow up care. In our previous comments, we asked that
CMS continue to work with measure developing organizations and stakeholders
such as the National Transitions of Care Coalition to include measures in the PQRI
and the other reporting programs that will provide incentives for care coordination.
We applaud CMS for adopting measures that facilitate coordination among treating
physicians (for example, PQRI measure #24 -Osteoporosis: Communication with
Physician Management Ongoing Care Post Fracture and measure #46 — Medication
Reconciliation).3/ We encourage CMS to continue to work with stakeholders to
develop measures and requirements that further care coordination. In addition to
developing these quality measures, we also encourage CMS to fully reimburse for
the services required to implement these measures and encourage care
coordination. Changing the status of CPT codes 99441, 99442, 99443, 98966, 99867
and 98968 from “N” to “A” would allow payment for care coordination services that
are essential to appropriate transitions of care.

2/ 72 Fed. Reg. 38122 (July 12, 2007).
3/ 72 Fed. Reg. 38200.




Acting Administrator Kerry N. Weems
January 31, 2007
Page 3 of 3

Implementation of the care coordination measures and payment for care
coordination are consistent with the recommendations of the National Quality
Forum (NQF) which has identified care coordination as a “priority area.” The NQF
has endorsed a standard definition of care coordination and a framework for
measuring it, but to our knowledge has endorsed only one specific standard for care
coordination. NQF has identified several areas as essential to care coordination:4/

e Medical home for each patient;
Proactive plan of care and follow-up for each patient;
Use of standardized, integrated information systems;
Standardized data elements for patient’s personal medication record;
Standardized data elements for medication reconciliation; and
Standardized care guidelines for transitions between care settings that
include medication reconciliation and care plan and communication plan
between medical team members, patients, and caregivers.

It has been well documented that poor transitions of care may result in poor
health outcomes resulting from incorrect treatments, medication errors, delay in
diagnosis and treatment and readmissions. These outcomes can be prevented
through adequate and comprehensive care coordination. We urge CMS to continue
to encourage care coordination in its programs and to provide reimbursement for
the services necessary to provide those services.

We thank you for your consideration of these comments and hope we can
continue to work with you to advance Medicare beneficiaries’ access to high quality,
state-of-the-art care. Please contact me or Mark Coin at (202) 281-8524 if you have
any questions on these comments.

Respectfully Submitted,

QL

Edward F. Greissing
Vice President, U.S. Communications and
Federal Government Relations

4/ NQF, NQF-Endorsed Definition and Framework for Measuring Care Coordination (May 2006).
3
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718,/336-7330
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December 21, 2007

Kerry N. Weems, Acting Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Attention: CMS-1541-P

Box 8012

Baltimore, Maryland 21244-8012

Re: CMS-1385-FC; Medicare Program; re: Beneficiary Signature for Ambulance Transport Services

e —— e e

Dear Mr. Weems:

I am writing to you on behalf of Lamar Ambulance Service. We are small, rural, and City-owned
providing services to the citizens of both the City of Lamar and to approximately two-thirds of Prowers
County, Colorado. We provide both emergency and non-emergency transport and use both B.L.S. and
A.L.S. means. We have a very limited budget and always operate at a financial loss. Our region is very
economically depressed. As the account clerk, I can speak for myself and our staff, in stating that
Medicare requirements become more and more difficult to attain. The ambulance fee schedule has not
given the annual increases as promised, creating further financial stress. The new signature requirement
is yet another burden for us and is frustrating to say the least.

I realize that Medicare must be prudent when paying all claims and that there is a constant awareness of
possible fraud. I do understand that, however, I have been billing Medicare for over fifteen years for this
ambulance service. I do my work in an honest manner. It seems that a few dishonest providers have
caused the honorable ones to be punished and further scrutinized. The Medicare system has already
become so complex and difficult; please do not add to that by enacting these further signature
requirements. It is an unfair burden.

I urge you to eliminate this new requirement completely. Thank you for your consideration of these
comments.

Sincerely,

LAMAR AMBULANCE SERVICE

Marie Buhrer
Account Clerk

/mb
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238 ’ . BLAIRSVILLE
Citizens’ Ambulance Service Inc. ELDERTON
SINCE 1964 HILLSDALE

INDIANA

PLUMVILLE
WHEATFIELD

December 21, 2007

Kerry N. Weems, Acting Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Attention: CMS-1541-P

Box 8012

Baltimore, Maryland 21244-8012

Re: CMS-1385-FC; Medicare Program; re: Beneficiary Signature for Ambulance Transport Services
Dear Mr. Weems:

[ am writing to you on behalf of Citizens’ Ambulance Service, Inc. Citizens’ Ambulance is a nonprofit
corporation which provides emergency and non-emergency ambulance service to persons within the service
area of Indiana County and portions of Armstrong, Westmoreland and Clearfield Counties of Pennsylvania.
Emergency services are dispatched from three (3) separate 911 communication centers.

My comments relate specifically to the section of the Final Rule entitled “Beneficiary Signature for Ambulance
Transport Service”. We currently have great difficulty obtaining the patient’s signature when the patient is
having an emergency, is in physical distress, is unconscious, has a diminished mental capacity, or suffers from
some other condition that makes getting a signature impossible at the time of transport.

While the new exception for emergency ambulance transports, listed in 42 C.F.R. §424.36(b)(6), provides a
little more flexibility, it will not resolve the problem in most cases. Further, we face problems with getting the
patient’s signature for non-emergencies as well. For our non-emergency transports, the patient is frequently
suffering from a chronic or terminal condition—in fact, this may be the very reason they need an ambulance—
that makes it extremely difficult to get the patient’s signature, not only at the time of transport, but also after the
fact. Therefore, we ask that you expand this new exception to include both emergency and non-
emergency transports.

The Final Rule also laid out CMS’ interpretation of 42 C.F.R. §424.36(b)(5). This is an exception to the patient
signature requirement, which permits the entity furnishing services to the patient, in some instances, to sign on
the patient’s behalf. According to CMS, this exception applies only to institutional ambulance providers who
bill Medicare Part A. This is a new interpretation, as the ambulance industry has relied upon previous guidance
from both CMS and its Medicare contractors that indicated that this provision applied to both providers and
suppliers, e.g. Section 20.1.2 of Chapter 10 of the Medicare Benefit Policy Manual. It is extremely unfair to
impose a stricter requirement on ambulance suppliers than institutional ambulance services. Therefore, we ask
that you go back to your prior interpretation and make 42 C.F.R. §424.36(b)(5) applicable to both
providers and suppliers.
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Thé Final Rule also changed 42 C.F.R. §424.36(b)(5) to require that the entity use “reasonable efforts” to obtain
the signature of the patient or another authorized person before the entity could sign on the patient’s behalf. In
the response to comments, you also made clear that these reasonable efforts would extend over a reasonable
period of time. For Medicare, ambulance coverage is always based on the patient’s condition at the time of
transport. As a result, the industry has always understood the patient signature requirement to be based on the
time of transport, i.e., that a claim could be submitted to Medicare as long as we documented that the patient
was unable to sign and that no one was able to sign for the patient at the time of transport. This view is
supported by guidance issued by Medicare contractors. To require us to now chase the patient’s signature for
some “reasonable period” after the transport will dramatically increase the administrative costs associated with
billing for Medicare patients, at a time when Medicare already pays us less than our costs. Therefore, we ask
that, for ambulance services, “reasonable efforts” under 42 C.F.R. §424.36(b)(5) mean reasonable efforts
taken at the time of transport.

In the Final Rule, you also stated that the purpose of the patient’s signature was to prove that the service being
billed was actually provided to the patient. We have always believed that the purpose of the patient’s signature
was to effect the assignment of Medicare benefits, and to authorize us to release the patient’s medical records to
CMS and its contractors to determine whether payment was warranted. Thus, proving that the transport was
completed is a new purpose for the signature requirement.

While we understand CMS’ desire to verify that transports were actually provided before payment is made, we
believe there are more effective means of verifying that the transport was completed. Nearly all covered
ambulance transports will be to or from a medical facility. These facilities must keep records as to how the
patient arrived or was discharged. Thus, in the event it becomes necessary to prove an ambulance transport was
provided, CMS could request the records of the medical facility. Also, since the overwhelming majority of
claims are submitted electronically, the patient is not signing the actual claim form anyway. Instead, they are
signing a separate piece of paper.

We are grateful that you recognize the need for relief from the patient signature requirement in certain
instances. However, to provide meaningful relief, we would ask you to eliminate the patient signature
requirement entirely for ambulance services submitted using electronic claims.

Finally, to comply with all these changes we will need to retrain all of our crew members, billing staff and other
personnel. We will also need to develop new forms and educate the medical facilities we work with (both on
the new exception for emergency and on the new interpretation for non-emergencies). In addition to being very
costly, this training will take time. The January 1, 2008 effective date will not give us nearly enough time to
retrain all of our personnel to comply with the new requirement. For this reason, we urge you to delay
implementation for a few months, in order to give ambulance services like ours the time to make these
needed changes.

Thank you for your consideration of these comments.

Citizens’ Ambulance Service, Inc.

805 Hospital Road ¢ P.O. Box 237 < Indianq, PA 15701
Business: (724) 349-5511 ¢ Toll Free: 800-655-2343 ¢ Medical Transport: (724) 349-5527 « Fax: (724) 349-3480
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Tuesday, December 18, 2007

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-]1385-FC

P.O. Box 8020

Baltimore, MD 21244-8020

Re: Medicare Program — Revisions to Payment Policies Under the Physician Fee
Schedule, and Other Part B Payment Policies for CY 2008 [CMS-1385-FC]

Dear CMS:

Vista Radiology, P.C. (“Vista”), representing Thirty (30) radiologists, appreciates the
opportunity to submit written comments about the “Revisions to Payment Policies Under
the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008” published in
the Federal Register as a final rule with comment period on November 27, 2007. Our
comments focus on issues related to the physician self-referral and the anti-markup
provisions contained in the final rule.

Vista shares the concerns of CMS about over-utilization of physician-owned diagnostic
services and applauds CMS’s efforts in adopting the anti-markup provisions of the final
rule to prohibit physicians from profiting from self-referred tests performed at sites other
than the office of the referring physician. Moreover, Vista strongly urges CMS to revisit
the Stark in-office ancillary services exception to curtail the expansion of the Stark
regulation in a manner which promotes physician ownership of, and self-referral to,
advanced imaging tests such as CT, MRI and PET.

Non-radiologist physicians groups have entered this sophisticated imaging market,
unchecked, in an effort to garner significant revenue from these so-called “ancillary”
services. Yet, it strains credulity to suggest, as physicians justifying their investments
often do, that these imaging examinations (which require the expertise of radiologists and
highly trained technologists) are necessary to assist the physician at the time of the
patient’s visit. That was the rationale underlying Congress’s establishing the in-office
ancillary services exception, but this Stark exception, as interpreted by the healthcare
industry, has expanded physician ownership of truly “ancillary” services such as simple x-
ray and lab tests well beyond the original intent of Congress.

As cited in the overutilization discussion on pages 66311-66312, there is certainly little
doubt that non-radiologist investment in, or leasing arrangements involving, expensive
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imaging equipment comes with a built-in incentive to maximize referrals to that imaging
equipment, adversely affecting the practitioner’s medical decision-making. The oft-cited
increased utilization trends mean that more patients are receiving imaging services from
physicians who are not trained as radiologists and who may be compromising patient
safety by repeated exposure to excess radiation. Consider, for example, that many non-
radiologist physicians are content, in the name of patient convenience, to refer their own
patients to the one-slice CT scanner they just purchased on the used equipment market,
rather than send that same patient to the new 320-slice CT scanner available from a nearby
hospital at the same reimbursement. By denying their patients access to the latest
technological advancements, self-referring physicians may also be subjecting their patients
to substantial increases in radiation exposure. To allow non-radiologists to make that
judgment, when also motivated by financial incentives, is directly contrary to the original
intent of Congress in establishing the in-office ancillary services exception.

Certainly, there are diagnostic services which are, and should be, considered truly ancillary
to a physician’s practice. For example, Vista supports the use of the in-office ancillary
services exception to allow obstetricians to use ultrasound on their patients or cardiologists
to run EKG’s on their patients. These examples are consistent with the underlying
rationale for allowing truly ancillary services which are necessary to the diagnosis and
treatment of the condition at the time of the physician’s office visit. On the other hand,
advanced tests such as MRI, CT and PET require radiologist expertise to train
technologists, establish testing protocols and interpret complex imaging studies, the results
of which will likely be used by the physician for developing long-term treatment plans for
patients. Accordingly, Vista urges CMS to change the in-office ancillary services
exception to ensure that these more sophisticated imaging services are not considered
“ancillary” and cannot be performed by non-specialist physicians.

Vista is hopeful that the anti-markup provisions of the final rule will discourage physician
ownership in, and joint ventures involving, these more advanced imaging services as such
physicians discover that they may no longer profit from their usual self-referral patterns.
Accordingly, Vista urges CMS to interpret the final rule in such a way that broadens its
impact on self-referring physicians, whether in the same building or in a centralized
building location.

We appreciate the opportunity to convey our concerns to CMS. If you need any additional
information about our position, please don’t hesitate to contact our practice administrator,
Charles McRae.

Very truly ypurs,

Vice President and CFO
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COCA
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www.cocaheart.org

December 28, 2007

Kerry N. Weems, Administrator (Acting)
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop: C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Revisions to Payment Policies Under the Physician Fee Schedule, and Other
Part B Payment Policies for CY 2008

Dear Mr. Weems:

On behalf of the members of the Cardiovascular Outpatient Center Alliance (COCA), we
appreciate the opportunity to submit these comments to the Centers for Medicare &
Medicaid Services (CMS) regarding the “Cardiac Catheterization Procedures” section
of the above referenced Final Rule as published in the November 27, 2007 Federal
Register. We are specifically concerned with the proposed 2008-2010 PE RVU’s
established for non-facility outpatient cardiac catheterization procedure codes and the
significant negative impact on the practices and patients of our members that would result
if these RVU changes are implemented.

COCA is a national non-profit organization representing over 60 medical cardiology
practices and organizations and more than 1,000 cardiologists that own and operate non-
hospital outpatient cardiac catheterization laboratories (OPCLs). As will be described
below, the impact of the CMS PE RVU changes would be devastating to cardiovascular
OPCLs with the potential to force these facilities to exit the market. As a result, Medicare
beneficiaries would be denied access to high quality, convenient cardiovascular services at
a reasonable cost. In addition, the overall cost to the Medicare program and the
coinsurance obligation for Medicare beneficiaries for these services would increase
dramatically if OPCLs are forced to close. COCA has been informed by some of its
members with large Medicare patient populations that OPCL closures could occur as early
as the first or second quarter of 2008.




CMS Response to COCA’s Comments Concerning the July 2, 2007 Proposed Rule

In the November 27, 2007 Federal Register response CMS specifically addressed COCA’s
comments concerning the PE RVU changes that were detailed in the July 2, 2007
Proposed Rule. Unfortunately, CMS did not accept the specific concerns that COCA
raised concerning the flaws in the AMA RUC process when dealing with certain
procedures that do not conform to the RUC’s defined “standards”. The ultimate evidence
of the failure of this process in the case of cardiac catheterization procedures is the severe
PE RVU reductions that result in draconian reimbursement reductions, which when fully
implemented will fall below the cost of providing these services. As COCA pointed out in
our previous comments, these cuts are being implemented at the same time that the same
procedures performed on the same patients by the same physicians in outpatient hospital
settings are receiving a significant increase in APC reimbursement.

While COCA appreciates the need for CMS to rely on the AMA RUC process for their input
in setting RVUs for the significant majority of procedure codes, we remain resolute in our
position that the 2008 PERC/RUC did not consider all of the data that COCA made
available through the process. The RUC’s unwavering adherence to a set of “standards”
that does not allow for unique procedural settings (i.e. anomalies such as cardiac
catheterization procedures) combined with the natural politicization of the process caused
by the “specialty-developed PE recommendations” and “multi-specialty scrutiny” (as
described on page 66235 of the Federal Register) produced an unreasonable outcome.

COCA'’s Request for Reconsideration

COCA requests that CMS reconsider the 2008 Physician Fee Schedule PE RVUs for
cardiac catheterization procedures and either increase them based on the additional data
that COCA submitted to CMS on December 17, 2007 or continue carrier-pricing these
procedures for 2008 while this data is analyzed for 2009-2010. We base this request on
the following unique and compelling reasons:

1) OPCLs are Fundamentally Different than Physician Offices

COCA believes that OPCLs are a true anomaly within the RUC process. This became
painfully clear when CMS changed the PE RVU formula to a “bottom up” calculation for
2007. The PERC/RUC definitions and templates are designed to develop PE RVUs for
services and procedures performed in physician offices, while OPCLs require much more
intensive infrastructure, equipment, staffing, and supplies. The RUC templates and
definitions are based on office-based medicine assumptions that automatically eliminate
much of the direct and indirect resources (and costs) required to perform invasive cardiac
procedures. After spending several months and countless hours working through the 2008
RUC process, COCA experienced this bias first-hand. In the case of OPCLs, there is
simply no possibility of the current RUC process being capable of meeting the PE RVU
requirements stated in the published 2008 Physician Fee Schedule Final Rule: “Section
4505(d) of the BBA required that, in developing the resource-based PE RVU'’s, the
Secretary must: Use, to the maximum extent possible, generally-accepted cost accounting
principles that recognize all staff, equipment, supplies, and expenses, not solely those that
can be linked to specific procedures and actual data on equipment utilization.”




2) OPCL Staffing Mix

The RUC templates define OPCL staff as a mix of Radiology Technicians (RTs),
Registered Nurses (RNs), Cardiovascular Technicians (CV Techs), Licensed Practical
Nurses (LPNs), and Medical Assistants (MAs). This staffing model is not practical for an
efficient OPCL. The RUC template is based on a hospital staffing model where a variety of
staff can be utilized in the cath lab for short periods of time and then rotated elsewhere
within the hospital (e.g. MAs as transporters, LPNs in recovery, etc.).

In an OPCL, the staff is dedicated to that facility and cannot be shifted to other areas
because the OPCL is a contained unit unlike a hospital or physician office setting. In order
to maximize the use of existing staff, OPCLs cross train clinical staff to be able to handle
all clinical functions in the cath lab and recovery areas. Naturally, this requires that all
clinical staff be able to function at the same level. The most effective and cost-efficient
staffing for an OPCL is an RT/RN mix, as it would not be possible to cross train LPNs or
MAs for the majority of these functions and CV Techs are unavailable in most parts of the
country and/or their functions are limited by state regulations in many states. In addition,
most state regulations require an RT’s involvement in procedures exposing a patient to
ionizing radiation.

3) OPCL Staffing Compensation Differential

One thing that OPCLs and hospital outpatient cath labs have in common is the necessity
to pay higher compensation for qualified RTs and RNs. Cath lab personnel are required to
have a specific clinical skill set that commands a compensation premium in the medical
personnel marketplace.

COCA reviewed data from our various members’ OPCLs and determined that RTs and
RNs in these clinical positions are commonly paid the same amount in each location. We
took a conservative approach to determine the most common salary range and found it to
be $25 - $30 per hour, without counting overtime, bonuses, or other incentives. Therefore,
we believe that a conservative blended rate of $27.50 per hour should be applied by CMS
to the work for OPCL clinical employees in determining reimbursement for cardiac
catheterization procedures. This is a substantial differential from the amount currently
utilized in CMS’ calculations as those amounts are based on physician office clinical
personnel who are generally available at a lower compensation level because of a less-
specialized skill set. In addition, the need for OPCLs to use RTs and RNs exclusively
because of cross training and efficiency significantly changes the personnel mix from that
defined by the RUC templates.

Cardiac Catheterization Injection Codes
COCA would also like to address the inconsistencies contained in the 2008 Physician Fee
Schedule Final Rule for the injection codes tied to cardiac catheterization procedures:

1) Injection Code PE RVU Changes

The usual injection codes (93543 and 93545) associated with a left heart cath (LHC) were
included in the RUC template tied to the procedures discussed above and we believe that
it is important to address them in these comments.




In the past these injection codes have been billed by physicians and did not contain TC or
-26 modifiers, primarily because they did not include PE RVU values. COCA provided
data for the 2008 PERC/RUC process that resulted in PE RVU values being added to
these injection codes; however for some reason CMS did not include TC and -26 modifiers
in the 2008 Physician Fee Schedule, even though the PE RVU work is performed by
OPCL personnel rather than physician office personnel. The need for this to be revised is
self-evident if CMS will evaluate the difference between the PE RVUs listed for these
codes performed in a facility (hospital) and non-facility (OPCL) as published in the 2008
Physician Fee Schedule Final Rule.

2) -51 modifier: In reviewing the 2008 Physician Fee Schedule Final Rule we noticed an
unusual change that removed the -51 modifier exemption from CPT 93543. We are
mystified as to why this would occur since this code is almost always performed (>90%)
when a LHC is performed (as is 93545 which is still exempt), so we assume that this was
an oversight that should be brought to your attention.

Conclusion

COCA believes that CMS has no interest in supporting a flawed process that would drive
non-facility cardiac catheterization centers out of business. We base this belief not only on
our previous meetings with CMS, but also on the statement CMS made in the July 2, 2007
Proposed Rule when expressing concern with service furnished under arrangement with a
hospital because it “not only costs the Medicare program more, but also costs Medicare
beneficiaries more in the form of higher deductibles and coinsurance” (CMS-1385-P,
pages 349-50). This concern about increased Medicare program and beneficiary costs
must also apply to other services, which is the point COCA has consistently expressed
about non-facility outpatient cardiac catheterization centers for the past two years.

We thank you for the opportunity to describe our concerns about the 2008 Physician Fee
Schedule; specifically as it relates to the development of fair and reasonable
reimbursement for cardiac catheterization procedures performed in a non-hospital setting.

We sincerely hope that CMS will respond favorably to our requests. If you have any
questions, please do not hesitate to contact me at (615) 776-1810.

President
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December 28, 2007

Kerry Weems
Acting Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC
Mail Stop C4-26-05
7500 Security Blvd. .
" - Baltimore, MD 21244-1850 -

Dear Administrator Weems:

I am a urologist who practices in Lancaster, Pennsylvania in a 7 physician group. Our
patient population is comprised of 54% Medicare patients who are treated for all types of
urological diseases including prostate cancer. Our practice has the highest percentage of
prostate cancer patients in our region due to our 10 year history of clinical research and
our expertise in treating prostate cancer.

In order to improve the quality of laboratory services available to our practice and our
patients, we have contracted with our uropathologist who manages our specialized
laboratory. This individual has unique expertise in the analysis of urological specimens
and samples, especially biopsies, to determine if a patient has prostate or another kind of
urologic cancer.

Our practice has an emphasis on tertiary care of urology in a private practice setting. In
the July 9, 2006 US News and World Reports, we were interviewed because of our
excellent patient outcomes in prostate cancer care. We continuously have managed more
than 2,500 patients with prostate cancer for the last ten years.

As an example, we have been participants in a large clinical trial for patients with a pre-
cancerous condition of the prostate known as high-grade prostatic intraepithelial
neoplasia (PIN). All patients had their biopsy forwarded to Dr. David Bostwick,
considered a world-renowned expert, for his review. Our pathologists correctly called
PIN on 70% of our biopsies as determined by Dr. Bostwick.

When we made the change to our uropathologist, this number changed to 100%. That
means 30% of our patients were incorrectly designated as having PIN which would lead
to a second and unnecessary biopsy. Thus, by contracting our own specialized
uropathologist, we have helped control costs by more accurately diagnosing this

conditiop. pfichael Rommel, M.D. » *Paul R. Sieber, M.D. ¢ *Chris G. Theodoran, D.O.
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*Board Certified in Urology & Urological Surgery
*C. Edward Pohl, M.D. Emeritus ¢ *Henry W. Huffnagle, M.D. Emeritus
*Joseph A. Breslin, M.D. Emeritus ¢ *Victor E. Agusta, M.D. Emeritus




I am writing to comment on the changes to the antt-merkup rule that were published in
the Physician Fee Schedule on November 27, 2007 that concern the purchased
diagnostic mzmg rules. ‘

The final rule imposes an anti-markup provision on the technical and professional
components of diagnostic tests that are ordered by a billing physician or other supplier (or
a related party) if the technical or professional component is purchased from an “outside
supplier” or if it is performed at a site other than the office of the billing physician or
other supplier. This is a wholly different test than what was proposed. Rather than
focusing on whether the test was purchased or not, the new rule applies the anti-markup
provision simply based on where the test is furnished. Under the final version of the rule,
to avoid the anti-markup provisions, a test would have to be furnished “in the office of
the billing physician or other supplier,” i.e., the “space in which the physxclan o
" organization provides substaritially the full range of patlent eate services that the -
-physician organization provides generally.”

When the anti- markup rule applies to a dlagnostlc test, the amount of payment is aﬂ'ected
by requiring that a “net charge” be calculated. CMS has given little guidance with
respect to calculating the “net charge” when a service is provided by the employed -
- technologists and physicians of a practice where those individuals are not compensated
based on a per test basis. In addition, the CMS rules require that the “net charge” be
calculated without regard to any overhead, including the cost of eqmpment or leased
space.

Finally, the new rule prohibits full payment for physician arrangements that were
structured to meet the Stark requirements of the in-office ancillary services exception
with respect to the provisions concerning “same” and “centralized” buildings (locations
which are specifically identified within the Stark statue itself). As a result, thousands of
physician practices, including Urological Associates of Lancaster, Ltd., after relying upon
CMS guidance with respect to the physician self-referral laws and regulations — will not
be reimbursed for equipment, facility, overhead, or any other related expenses for
providing diagnostic procedures to its patients.

- The changes proposed in these rules will have a serious impact on the way my groupof =
urologists practice medicine and will not lead to the best medical practices. These rules
will impact the quality of, and access to, diagnostic tests for Medicare beneficiaries. The
proposed changes to the anti-markup rule will make it difficult, if not impossible for me
to provide accurate (100%) prostate biopsy tests to 54% of our patients.

Based on the Stark regulations, my practice developed our uropathology lab to comply
with the regulations. It cost $110,000 and took one year to create a state of the art
uropathology lab to provide quality services to my patients. Based on the new anti-
markup regulations, it will not be possible for my practice to offer these services without
operating at a loss. As a result, when these services are no longer available, 54% of our
patients will lose access to quality services. '




- The sweeping changes to the anti-markup rules go far beyond what is necessary to protect .
- the Medicare program from fraud and abuse. I respectfully request that CMS reconsider
its position in light of the potentially devastating impact on the quality of care for
Medicare beneficiaries and delay the implementation of the rule until CMS has had tlme
to understand the full impact of these rules.

Than you for your consideration,

POJIJJ&SU.br

Paul R. Sleber M.D.




Submitter:  Concerned Physician 12/01/2007
Organization: Private Practice
Category: Physician

Issue Area/Comments: PHYSICIAN SELF-REFERRAL PROVISIONS CMS 1385-
FC

Changes to Reassignment and Physician Self-Referral Rules Relating to Diagnostic
Tests

Anti-Markup Rule
In-Office Ancillary Services (IOAS) Exemption

Kerry Weems, Acting Administrator

Acting Administrator

Centers for Medicare and Medicaid Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Dear Administrator Weems:

[ am commenting on the recently released CMS revisions to the rule prohibiting the
mark-up of diagnostic tests, as well as reaction to the document. The challenge that CMS
faces is how to prohibit abusive arrangements such as “pods” without having significant
unintended consequence of limiting legitimate diagnostic testing. A letter sent by thirty-
three organizations (see attachment 1) correctly points out problems with relying on this
methodology. The theme of that letter reflects these societies' concern that location is the
test employed to determine appropriateness rather than physician skills or a combination
of location and skills. Regrettably, the authors of this letter offer no solutions for curbing
the rampant patient abuse costing our government many hundreds of millions of dollars
yearly. They ask to delay implementation of the finalized rules rather than to propose an
acceptable solution. I would like to propose a solution.

The portion of the document cited in bold are quotes from the Federal Register or other
identified government sources. Normal font will be my narrative and my suggestions for
diminishing over utilization. :

CMS should state the Anti-Markup Rule simply. Physicians and Physician Groups
should not bill Medicare for any tests performed apart from locations where “core
medical services are routinely delivered” and for tests which no “physician in the
group” has the training to perform.

34



This concept is simple and any physician could analyze these words without consulting a
lawyer. The In-Office Ancillary Service (IOAS) exemption has been clearly stated in the
past. The intent is clear and need not be changed. The Final Rule in the Federal
Register vol. 66 page 885, Section 1877(b) (2) (A) (ii) (I) of the Act says, “We believe
the underlying intent is to allow physicians to furnish DHS that are ancillary to the
physician’s core medical practice in the locations where the core medical services
are routinely delivered. ...Simply stated, the DHS should be ancillary to physician
services that are not DHS, and not the other way around. The exception was
intended as an accommodation to physician’s customary practice of medicine and
not as a loophole for physicians and group practices to operate DHS enterprises that
are unconnected —or only marginally connected—to their medical practice.”

CMS should acknowledge skill (physician’s core medical practice) and location (where
the core medical services are routinely delivered) as mutual and inseparable '
requirements for payment of DHS. This would make a strong statement and target more
abusive contracts than would be ended by the Anti-Markup Rules of November 27,
2007. At the same time, CMS will express an understanding of the valid concerns
discussed in the letter submitted by the thirty-three medical societies. Let me explain.

The Anti-Markup Rules of November 27, 2007 may stop “condo” or “pod” lab
proliferation; however, the rules as presently written fall short of halting the proliferation
of Designated Health Services (DHS) imaging companies with the attendant
inappropriate physician self-referrals and the patient abuse that these schemes encourage.

In citing the location as the major criterion to determine the “full range of services,” CMS
has created ambiguities that will make practicing medicine harder especially for the
larger, more integrated group practices providing a broad range of services in several
locations. No single location may provide the “full range” of services. Moreover, since a
“full range of services” is not clearly defined, liberal interpretations will lead to abuse.
Conservative interpretations could restrict many appropriate IOAS referrals that I do not
believe CMS is trying to restrict.

A more precise manner to determine which practices will be reimbursed for DHS
services is to base the payments of DHS contingent upon the Physician Group possessing
the skills necessary to administer and interpret tests at the location that the Physician
Group usually practices medicine.

This could be accomplished by allowing payment of the technical component (TC) only
to those groups that bill the professional component (PC) at the same location that the TC
was originated. Stark II Part I11 rules state that independent contractors are considered
a “physician in the group” only during the time the independent contractor is in the
Group’s office. Thus, the independent contractors would be unable to interpret studies
remotely and must be at the group’s office to receive reimbursement. Without having the
interpreting doctor at the location where the DHS was performed, the Physician Group
could no longer bill the TC.




The ability of “pod” labs and imaging companies to flourish and proliferate is contingent
upon utilization of skills and services that are not core to the Physician Group. The ability
to generate the TC is often completely outsourced to a low-cost Supplier with no
substantive business risk to the Physician Group. The interpretive skills are then
outsourced with the result being in essence a “test that is purchased”. The true cost of the
test is then marked up to Medicare. The profit is made on the spread between the amount
collected from Medicare minus the cost of the test from the Supplier and interpreting
physician. This spread may involve the TC, PC, or both TC and PC. Two examples
illustrate the points.

The following are examples:

1) A Physician Group performs a prostate biopsy in their office and sends the biopsy for
pathology evaluation to their “pod” lab 100 miles away to be read by their pathology
“pod” physician who works as an “independent contractor” for the group while in the
“pod”. The Group could not bill Medicare for the TC or PC of the pathology because the
location for the interpretation is different than the location where the biopsy was
performed.

However, if the Physician Group employed a pathologist independent contractor who
came to the office where the biopsy was performed, the pathologist would be considered
a “physician in the group” while at the office and an appropriate TC and PC would be
billed by the Physician Group. Since the pathologist is acting as a “physician in the
group,” he would be paid directly by the group and would not be able to bill Medicare
separately. There would be the potential of direct interaction between the pathologist and
the members of the Physician Group. As pathologists are unlikely to drive from physician
office to physician office with the equipment needed to process and interpret biopsies, the
present abusive practice will be severely curtailed.

2) An imaging Supplier (see attachment 2) leases a nuclear cardiology camera and
technician to a Physician Group. The Supplier provides all management, supplies, and
requisite licenses to create a “turn-key” operation. The supplier arranges the
interpretation of the study by a Specialist via the internet at a remote location 100 miles
away. The Physician Group bills the TC and the remote interpreting Specialist bills the
PC or is paid by the Supplier. This scenario would be disallowed since the location of the
TC and PC is different. The tax ID numbers of the Physician Group and the interpreting
Specialist would also be different and would easily identify a charge to be disallowed.

However, if the interpreting physician came to the Physician Group’s office to provide
the interpretation, and was thus a “physician in the group” while performing the
interpretation, the TC and the PC billed by the Physician Group would be allowed.
Again, the specialist would not be able to bill Medicare directly. Since most specialists
would not drive from physician office to physician office to interpret studies, and since
the profit margin would be much less for the Physician Group as they would be required




to pay the Medicare PC reimbursement to the specialist, the abusive practices would be
curtailed. ‘

I will now describe a second approach, which also utilizes existing rules.

Clever lawyers from “pod” labs and imaging companies have exploited Section 424.80
(b)(2) which states “Exceptions to the basic rule- (2) Payment to an entity under a
contractual arrangement. Medicare may pay an entity enrolled in the Medicare
program if there is a contractual arrangement between the entity and the supplier
under which the entity bills for the supplier’s services, subject to the provisions of
paragraph (d) of this section.” Having the Physician Group contract with the “pod” or

~ DHS company for one year circumvents the Anti-Markup Rule. Functionally this allows
any doctor to profit by ordering any test that a company can supply in his office, so long
as there is a conforming contract between the Supplier and the Physician Group.

This liberal definition of a “purchased test” is a loophole in the IOAS that desperately
needs to be closed. Intuitively one would consider a test that is wholly purchased from a
Supplier to be a “purchased test”. This is to say, the Supplier of the “purchased test”
provides all the equipment, personnel and incidentals. The technicians are W-2
employees of the Supplier. The lab certification is provided by the Supplier. The
marketing may also be done by the Supplier. The interpretation is arranged by the
Supplier. Thus, a sensible person would say that the test was “purchased” from the
Supplier.

However, that sensible person would be wrong. If a contractual relationship existed
between the Supplier and the Physician Group, this test would be “reassigned to an
entity under a contractual relationship”. The arrangement would fall outside the Anti-
Markup Rule and would permit the Physician Group to receive reimbursement from
Medicare.

The common thread that “pod” labs or DHS Suppliers have is the existence of a
“contractual relationship designed to permit the Supplier to do indirectly what it
can not do directly; that is, pay the Physician Group a share of the profits from
their laboratory referrals.” OIG Advisory Opinion No. 4-17.

In addition, the OIG Special Advisory Bulletin on Contractual Joint Ventures focuses
on questionable contractual arrangements where a health care provider in one line
of business (hereafter referred to as the “Owner”) expands into a related health care
business by contracting with an existing provider of a related item or service
(hereafter referred to as the “Manager/Supplier”) to provide the new item or service
to the Owner’s existing patient population, including federal health care program
patients. The Manager/Supplier not only manages the new line of business, but may
also supply it with inventory, employees, space, billing, and other services. In other
words, the Owner contracts out substantially the entire operation of the related line
of business to the Manager/Supplier — otherwise a potential competitor — receiving




in return the profits of the business as remuneration for its federal program
referrals.

CMS also has acknowledged the potential for abuse of 424.80 in 20.2.4.2(D).

20.2.4.2 - Payment to Physician for Purchased Diagnostic Tests

(Rev. 135, 04-02-04)

D - Questionable Business Arrangements

No special charge or payment constraints are imposed on tests performed by a
physician or a technician under the physician’s supervision. There are two
requirements for all diagnostic tests under §1861(s)(3) of the Act, as implemented by
42 CFR §410.32 and section 10 of chapter 13 of this publication and section 80,
chapter 15 of Pub. 100-02BP. Namely, the test must be ordered by the treating
practitioner, and the test must be supervised by a physician. However, attempts may
be made by the medical diagnostic community to adjust or establish arrangements
which continue to allow physicians to profit from other's work or by creating the
appearance that the physician has performed or supervised his/her technicians who
are employed, contracted, or leased. Some of these arrangements may involve
cardiac scanning services and mobile ultrasound companies leasing their equipment
to physicians for the day the equipment is used, and hiring out their staff to the
physicians to meet the supervision requirement. The bonafides of such
arrangements may be suspect and could be an attempt to circumvent the
prohibition against the mark-up on purchased diagnostic tests. If you have any
doubt that a particular arrangement is a valid relationship where the physician

is performing or supervising the services, this should be investigated. The Office of
the Inspector General (OIG) has responsibility for investigating violations of
§1842(n) of the Act.

In conclusion contractual arrangements by “pod” lab Suppliers and imaging Suppliers are
being used to circumvent the Anti-Markup Rules. By focusing solely on the
“geography” instead of the “skill sets” of the “physicians in the group,” CMS creates
ambiguities that will be exploited further by these Suppliers, while simultaneously
inhibiting physicians from being able to seamlessly coordinate care within their groups.

Why are these business arrangements allowed to flourish? Please consider my above
revisions to the Anti-Markup Rules. The changes I have outlined will allow large and
small medical practices to provide appropriate DHS under the IOAS exemption, while
excluding potentially abusive contractual joint ventures.




EMERGENCY MEDICAL SERVICES

ESCAMBIA COUNTY, FLORIDA
6575 North “W” Street
PENSACOLA, FLORIDA 32505
TELEPHONE: (850) 471-6400

FAX: (850) 471-6455

Patrick J. Kostic
ECEMS Manager

December 19, 2007

Kerry N. Weems, Acting Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Attention: CMS-1541-P

Box 8012

Baltimore, Maryland 21244-8012

Re: CMS-1385-FC; Medicare Program; re: Beneficiary Signature for Ambulance
Transport Services

Dear Mr. Weems:

I am writing to you on behalf of Escambia County Emergency Medical Services. We are
located in Pensacola, Florida and our community has long standing ties with the U.S.
Military. We are the primary provider for both Advanced Life Support and Basic Life
Support Services for our community. We are a county government department providing
Emergency Medical Services to the entire area of Escambia County, Florida, which is
approximately 663 square miles. Qur population is approximately 300,00 residents and
we respond to nearly 45,000 requests for service, of which 7000 of those requests are for
non-emergency transports annually. We have three level two trauma centers and one
pediatric trauma center in our community and serve a large retired military and senior
population. We utilize a fleet of 25 ambulances and a staff of nearly 125 employees to
respond to these requests for service.

Signature for Ambulance Transport Service”. We currently have great difficulty
obtaining the patient’s signature when the patient is having an emergency, is in physical
distress, is unconscious, has a diminished mental capacity, or suffers from some other
condition that makes getting a signature impossible at the time of transport.

While the new exception for emergency ambulance transports, listed in 42 C.F.R.
§424.36(b)(6), provides a little more flexibility, it will not resolve the problem in most




cases. Further, we face problems with getting the patient’s signature for non-emergencies
as well. For our non-emergency transports, the patient is frequently suffering from a
chronic or terminal condition—in fact, this may be the very reason they need an
ambulance—that makes it extremely difficult to get the patient’s signature, not only at the
time of transport, but also after the fact. Therefore, we ask that you expand this new
exception to include both emergency and non-emergency transports.

The Final Rule also laid out CMS’ interpretation of 42 C.F.R. §424.36(b)(5). This is an
exception to the patient signature requirement, which permits the entity furnishing
services to the patient, in some instances, to sign on the patient’s behalf. According to
CMS, this exception applies only to institutional ambulance providers who bill Medicare
Part A. This is a new interpretation, as the ambulance industry has relied upon previous
guidance from both CMS and its Medicare contractors that indicated that this provision
applied to both providers and suppliers, e.g. Section 20.1.2 of Chapter 10 of the Medicare
Benefit Policy Manual. It is extremely unfair to impose a stricter requirement on
ambulance suppliers than institutional ambulance services. Therefore, we ask that you
go back to your prior interpretation and make 42 C.F.R. §424.36(b)(S) applicable to
both providers and suppliers.

The Final Rule also changed 42 C.F.R. §424.36(b)X5) to require that the entity use
“reasonable efforts” to obtain the signature of the patient or another authorized person
before the entity could sign on the patient’s behalf. In the response to comments, you
also made clear that these reasonable efforts would extend over a reasonable period of
time. For Medicare, ambulance coverage is always based on the patient’s condition at the
time of transport. As a result, the industry has always understood the patient signature
requirement to be based on the time of transport, i.e., that a claim could be submitted to
Medicare as long as we documented that the patient was unable to sign and that no one
was able to sign for the patient at the time of transport. This view is supported by
guidance issued by Medicare contractors. To require us to now chase the patient’s
signature for some “reasonable period” after the transport will dramatically increase the
administrative costs associated with billing for Medicare patients, at a time when
Medicare already pays us less than our costs. Therefore, we ask that, for ambulance
services, “reasonable efforts” under 42 C.F.R. §424.36(b)(5) mean reasonable efforts
taken at the time of transport.

In the Final Rule, you also stated that the purpose of the patient’s signature was to prove
that the service being billed was actually provided to the patient. We have always
believed that the purpose of the patient’s signature was to effect the assignment of
Medicare benefits, and to authorize us to release the patient’s medical records to CMS
and its contractors to determine whether payment was warranted. Thus, proving that the
transport was completed is a new purpose for the signature requirement.

While we understand CMS’ desire to verify that transports were actually provided before
payment is made, we believe there are more effective means of verifying that the
transport was completed. Nearly all covered ambulance transports will be to or from a
medical facility. These facilities must keep records as to how the patient arrived or was




discharged. Thus, in the event it becomes necessary to prove an ambulance transport was
provided, CMS could request the records of the medical facility. Also, since the
overwhelming majority of claims are submitted electronically, the patient is not signing
the actual claim form anyway. Instead, they are signing a separate piece of paper.

We are grateful that you recognize the need for relief from the patient signature
requirement in certain instances. However, to provide meaningful relief, we would ask
you to eliminate the patient signature requirement entirely for ambulance services
submitted using electronic claims.

Finally, to comply with all these changes we will need to retrain all of our crew members,
billing staff and other personnel. We will also need to develop new forms and educate
the medical facilities we work with (both on the new exception for emergency and on the
new interpretation for non-emergencies). In addition to being very costly, this training
will take time. The January 1, 2008 effective date will not give us nearly enough time to
retrain all of our personnel to comply with the new requirement. For this reason, we
urge you to delay implementation for a few months, in order to give ambulance
services like ours the time to make these needed changes.

Thank you for your consideration of these comments.
Sincerely,

e

Patrick J. Kostic
EMS Manager
Escambia County Emergency Medical Services




The Specialty Biotech Distributors Association
1501 K Street, NW
Washington, DC 20005

December 21, 2007 DEC 21 2007
Hand Delivery

The Honorable Kerry N. Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1385-FC

Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201

Re: Comments on CMS-1385-FC: Medicare Program; Revisions to Payment Policies
Under the Physician Fee Schedule, and Other Part B Payment Policies for CY
2008 (CAP Provisions)

Dear Administrator Weems:

The Specialty Biotech Distributors Association (“SBDA”) submits the following
comments to the Centers for Medicare and Medicaid Services (“CMS” or “the Agency”) on the
Final Rule with Comment Period (“Final Rule”): CMS-1385-FC: Medicare Program; Revisions
to Payment Policies Under the Physician Fee Schedule, and Other Part B Payment Policies for
CY 2008. We appreciate the opportunity to provide comments in response to CMS’ request for
recommendations on possible methods for structuring a proposal to permit transportation
between physician practice locations of drug furnished under the Competitive Acquisition
Program (“CAP”) for Medicare Part B drugs.

Background on SBDA

SBDA is comprised of companies dedicated to maintaining the integrity and efficiency of
the specialty distribution system in physician offices and other settings. Our member companies
include AmerisourceBergen Specialty Group; Cardinal Health, Inc.; Curascript; Health
Coalition, Inc.; OTN, a McKesson Specialty company; and U.S. Oncology. Together, we
represent over eighty percent of the volume of drugs delivered to physician offices in the United
States.

Specialty distributors provide tremendous value and efficiency to federal health care
programs. While often not visible to the public, specialty distributors manage the increasingly
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complex handling and delivery requirements of drugs and costly new biologics for virtually all
physician offices in the country. These distributors perform important services, such as
warehousing products, providing specialty handling and shipping services (such as packaging,
refrigeration, or customized dosing), and ensuring the timely delivery of drugs and biologics to
physicians and providers.

Comments on CAP Provisions

Although the Final Rule’s listing of topics on which CMS is accepting comments in the
“Supplementary Information” section of the Final Rule does not include CAP provisions, CMS
specifically states in the preamble that it ‘“welcome[s] comments on how to structure” a proposal
to permit transportation of CAP drugs.! Our comments respond to this specific request for
recommendations.

Before discussing our detailed suggestions for structuring this proposal, we note that the
Final Rule incorporates multiple changes to CAP that go beyond those required by the Medicare
Improvements and Extension Act of 2006 (Division B of the Tax Relief and Health Care Act of
2006) (“MIEA-TRHCA”). Although we commend CMS for implementing changes to CAP that
enhance the attractiveness of the program to physicians and vendors, we again urge CMS to
refrain from making substantial modifications midstream during performance of the vendor
contract. CMS should delay implementation of any changes until all interested entities are
provided an opportunity to compete for a vendor contract.

SBDA also continues to believe that the CAP statute permits waiver of the Federal
Acquisition Regulation (“FAR”) only to the extent that the waiver promotes competition.” To
this end, we believe that the purpose of CAP is to promote competition among potential vendors
— not physicians, as CMS has stated in the preamble to the Final Rule® — in order to achieve
lower prices on CAP drugs and, thus, reduce the Medicare Program’s spending on Part B drugs.

Structure of Proposal for Transportation of CAP Drugs Between Physician Practice
Locations

CMS indicates in the preamble that it plans to issue a proposal in the Physician Fee
Schedule for CY 2009 proposed rule to permit CAP drug transportation between physician
offices under specific circumstances. The Agency anticipates that the proposal likely will allow
transportation of CAP drugs where a voluntary agreement is executed between the vendor and
physician that complies with all applicable Federal and State laws and regulations and product
liability requirements.

' 72 Fed. Reg. 66,222, 66,268 (Nov. 27, 2007).

242U.8.C. § 1395w-3b(a)(1)C) (2007).

3 See 72 Fed. Reg. at 66,261 (“[W]e believe these changes promote competition because they make the program a
more attractive option for physicians, which will provide physicians who compete among one another a more
meaningful choice between the CAP and the ASP methodology.”).
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Absent clear agreements between physicians and vendors to ensure full compliance with
all laws, regulations, and product labeling requirements, we are concerned that allowing
physicians to transport drugs between offices could compromise the integrity, sterility, and
stability of CAP drugs. Such agreements should be documented in writing and set forth how the
vendor and physician will remain in compliance with the statutory obligations of CAP and all
other laws and product liability requirements. The agreements should allow for audits from the
vendors, provide for quality assurance in the care and handling of CAP drugs, and properly
allocate risk to the party that violates the contract terms and conditions. Rather than establishing
a required contract template, SBDA recommends that CMS grant discretion to vendors and
physicians to establish the terms and conditions of the contract, such as the particular drugs that
may and may not be transported between offices. Since all drugs require different processes to
remain in full compliance with their FDA labels, no form agreement would be appropriate.

Conclusion

SBDA appreciates this opportunity to provide comments to CMS on future modifications
to CAP. We would welcome the opportunity to engage further with CMS on any potential
proposals to permit transportation of CAP drugs between offices.

Respectfully Submitted,

.\ . O ¢ , /
o
o
John F. Akscin

President
Specialty Biotech Distributors Association




,; smc:mw REHABILI%‘I‘ION samcss' IN
TR *8"“30

PO Box 352

148 West Grove Street, Suite 3A -
. Middleboro, MA 02346 l
(508) 946-4554 Fax (508) 946—8930

E-mall Jamsm@aﬂ&_

e Deoember 11 2007

Centers for Medlcare & Medicaid Serwces
, Battimore Maryland o

| apprednate thls opportunlty to comment on ‘the. Centers for. Medicare and,f{,.;'”"
“Medicaid Services” (CMS). interim final rule regarding revisions to .payment ,
, pohcles under the proposed 2008 Medlcare Physlchn Fee Schedule Docket
‘CMS-1385-FC K

,Caselcare management is “a collaborat:ve prooess of assessment, plennmg,"
facilitation and advocacy for. options * and -services ‘to meet- an lndiwduals_

" healthcare needs through. communication and available  resources™ (CMSA,
2002). As an essential part of the. healthcare team, case managers routinely work
directly “with patlents in - support -of 4medrcat management assessments,
objectives, services, and health- care: coordination. The processes of health
adherence assessment, education;, and ddherence monltonng are. well wtthtn the' -
gcope.of oase/oare maoagement practice. ‘

o managers use proven technlques (e g., , health- I|teracy assessment readlness to
- change tool) in working with patients, careglvers and fellow healthcare
professlonals toward measurable improvement in health status. '

Case/care managers work collaboratively with physrciens and pharmac:ists in
~ coordinating and" providing assessments and management services through
~ Individualized care planning and care ¢oordination -in" collaboration with -
: beneﬁcraries caré givers and families. In support of those interventions and -
. services, we ask for. reconsideratton of the interim payment nile an CPT codes: .~
‘;'99441 99442 99443 98966 & 98988 from an N status to payable oodee




‘ beneﬁcianes suchas:
e Transition of care . R | |
Medicatnonreconcmatlon o e T
‘Health. llteracy assessment medlcation knowledge readiness to change =
: Motivationalmtemewmg G RS

Fauure to’ pmwde appropnate mcentnves and funding for these codes éﬁec&s the
~alignment of care coordination quality between: providers, especjaﬂyi a “the.
_various ‘levels: for transitions of care within' settmgs, between :settings

betv\ggen health % Poortran,,:tuons,ofcare may._result in' poor oll

"""IW“@%

,beuevevthat by requestmg fundlng support for these six codes; pmv!dera wﬂl
‘nore readily integrate case/care managers in support of the care |
‘... . concepts such as the Medicare Medical Home Demonstration (MMHD). pay for
L0 performance programs, and various’ collaborative care models whlch CMs.and
e omermgulatm“y agendes are discussing o :

:‘?-'.{l urge CMS to edopt a peyable rullng structure for these much needed codes, to
ensure ooneistency. aoeountablmy and mpmved quanty ofcarefor L :

'4 Stnceraly




2% 599

December 19, 2007

Mr. Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 314-G, Hubert H. Humphrey Building
200 Independence Avenue, S.W.

Washington, D.C. 20201-0004

Dear Acting Administrator Weems:

I am writing to strongly protest a recent ruling which has removed Mohs
micrographic surgery (CPT codes 17311, 17313) from the Multiple Procedure Reduction
Rule (MPRR) exemption list.

Despite a long-standing exemption of Mohs surgery from the multiple procedure
reduction rule (MPRR), which covers certain specialized procedures from unfair
reimbursement cuts, CMS now intends to reduce payments to dermatologists by 50% by
reapplying the MSRR to Mohs surgery. The MSRR reduces payments on multiple
surgeries performed on the same day as a way to minimize the cost of repetitive
procedures.

Over 80% of the work involved in Mohs surgery (CPT codes 17311, 17312,
17313, and 17314) involves lab work, not surgical work. Each Mohs procedural code
entails meticulous mapping of the specimen, physician orientation and dyeing of the
specimen, cryostat preparation and freezing , subsequent cutting of 5-7 micron frozen
sections, the preparation of microscopic slides, staining of these slides and subsequent

physician microscopic evaluation of the frozen sections. Each Mohs stage typically takes
over one hour in our lab.

For this reason it is inappropriate to consider these codes to have “efficiencies that
occur when multiple (surgical) procedures are performed in one session”. This has been

previously discussed and ruled upon in 1991 when CMS agreed that Mohs excisions are
“separate staged procedures; they will be paid separately with no multiple surgery
reduction.” This rule was placed in the Federal Register at that time (Federal Register,
November 25, 1991, Vol. 56, #227, pg 59602).

CMS has acknowledged, Mohs excisions are “separate staged procedures,” rather
than repetitive surgeries, and therefore should not be penalized by the MPRR. Since

- Mohs surgery is a complicated procedure that necessitates several separate stages with

extensive laboratory work all on the same day, the MPRR exemption alone allows
dermatologists to be fairly compensated.

Mohs surgery is generally “in-office”, saving the patients from outpatient facility
charges, anesthesia charges, separately billed frozen section pathology charges, as well as
lab, EKG and radiology charges. Theses add-on charges, compounded by multiple visits
for multiple skin cancers can cost a patient many times the bill that could be covered by
the “bundled” service Mohs fee.




The effect of taking the Mohs procedure off the MPRR exemption list is that we
will not be able to cover our costs for lab personnel, equipment, and physician time
needed to perform the procedure. If surgical repairs were, by financial necessity, delayed
to another day (due to the effect of the reimbursement being cut in half) the patients
would also be greatly inconvenienced. Many patients require time off work, their
accompanying transportation cannot be available for a second visit and many patients are
elderly or come hundreds of miles away. Risks for bleeding or infection are also
increased by waiting for the surgery to be done on another day.

Patient’s having more than one cancer to be excised on the same day
(approximately 15% of my practice) would have to come back for multiple visits. The
idea that the second Mohs procedure should be subjected to the multiple procedure
reduction rule (MPRR) makes no sense, as literally twice as much lab work, lab supplies
and time have to be spent when two specimens are analyzed on the same patient on the
same day. There is no efficiency of work when the twice the amount of lab work has to
be done.

, Please consider the extra and unnecessary burdens on Medicare patients that this
recent Medicare coverage ruling would cause. I request that you do everything possible
to reverse this pointless and costly ruling. It will have a very negative effect on
healthcare delivery for patients with skin cancer. Mohs surgery is the most effective
procedure in curing basal cell carcinoma and squamous cell carcinomas (98-99% cures
rates). It thus reduces the costs of repetitive surgeries for the same lesion done by less
effective modalities.

Sincerely,

don Mowry, M.D.
00" Memorial Hospital Drive

Suite 2B

Mobile, AL 36608
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WESTCHESTER DERMATOLOGY
AND MOHS SURGERY CENTER

185 KISCO AVENUE, SUITE 3 STUART M. ZWEIBEL, M.D., Ph.D.
MOUNT KISCO, NEW YORK 10549 ATHENA G. KAPORIS, M.D.
Telephone (914) 242-2020 MEREDITH K. KOSANN, M.D.

ROSS ZELTSER, M.D.
December 26, 2007

Mr. Kerry Weems o

Acting-Administrator -

Centers for Medicare and Medicaid Services

US Department of Health and Human Services
- Room 314-G, Hubert H: Humphrey Building -
- Washington DC 20201

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

Instead of saving, Medicare will lose ungodly amounts of money with this ruling! The
Mohs surgeons who work in offices will be forced to refer repairs out to plastic, facial
plastic, and oculoplastic surgeons who uniformly work in hospitals or certified surgical
centers. These facilities employ conscious sedation whether needed or not
(overwhelmingly not). Thus, Medicare will have to pay facility and anesthesia fees on all
these repairs; even simple intermediate and complex closures. It’s just simple math.

Respectfully,

e

Ross Zeltser, MD

RZ/b
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December 28, 2007

Mr. Kerry Weems, Acting Administrator
Centers for Medicare and Medicaid Services

U. S. Department of Health and Human Services
Room 314-G, Hubert H. Humphery Building
200 Independence Avenue, S.W.

Washington, D.C. 20201-0004

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

Dear Acting Administrator Weems:

I am writing to express my opposition to the proposed application of the Multiple
Procedure Payment Reduction to the codes for Mohs micrographic surgery (17311
through 17315). I feel that this proposal is an unfair reduction in compensation based on
work performed and will restrict patients’ access to proper care. I appreciate the
opportunity to offer comment on section IL.E.2 (P-122) of the 2008 Medicare Fee
Schedule Proposed Rule. The rationale for my opposition is delineated below:

1) There is no efficiency gained in the performance of multiple Mohs procedures
on separate sites. The Mohs procedure consists of pre-operative evaluation of
the patient and site, prepping the surgical field, anesthetizing the surgical area
surgical tissue for frozen sectioning, cutting and staining frozen section slides,
and patholo gical interpretation of those slides. Aside from the pre-operative

ation of the patient; each of these steps must be duplicated in its entirety
for each §tep of the Mohs procedure if more than one site is performed on the
same day. Thus, no significant efficiency is gained and no reduction in pay is
warranted.

As one of only five physicians, who are fellowship-trained in this technique in
Middle Tennessee, my patients routinely drive one to two hours from
surroundmg rural areas for this procedure. In approximately 20% of my
patlcnts two or more aggressive skin cancers of the head and neck region are
removed in that one visit. As skin cancer predominantly affects elderly
individuals, this is done as a matter of convenience for those individuals who
often do not have ready access to care. The proposed reduction would not
adequately cover the costs for two skin cancers to be addressed at one visit.
This proposed change may consequently result in decreased access to proper
care for aggressive tumors of the skin.




2) The repair of a defect following Mohs surgery is a completely separate
procedure from that of Mohs surgery itself. There is no reduction in work,
aside from the pre-operative evaluation of the patient, in these procedures
when performed on the same day or separately. Each of these tasks requires a
completely separate thorough evaluation of the pre-operative site, sterile
prepping of the surgical field, anesthetizing of the surgical site, the
corresponding surgical procedure, and the post-operative evaluation of the
patient following that procedure. Many of these tasks are not duplicated
when a standard excision is performed with repair of the resulting defect;
however, due to the time-intensive same day pathological examination of
100% percent of the surgical margin, each of these tasks must be duplicated in
their entirety when Mohs surgery is performed followed by repair of the
resulting defect.

3) Although intended to contain costs, the proposed Multiple Procedure Payment
Reduction for Mohs surgery will likely result in a paradoxical escalation of
costs in the management of the nationwide epidemic of skin cancer. This is
supported by several epidemiological studies published in peer-reviewed
journals documenting Mohs micrographic surgery as the most economical, as
well as the most effective, treatment modality of non-melanoma skin cancer.

The proposed Multiple Procedure Payment Reduction for Mohs surgery will
not limit the number of skin cancers in the United States, but only the access
of patients to Mohs surgery for their treatment. As access to Mohs surgery is
limited, tumor removal will result in larger defects requiring more extensive
repairs, such as cutaneous flaps and grafts, and more repairs requiring
ambulatory surgery centers and inpatient hospitalization, and increased
utilization of radiation therapy for cutaneous malignancies. In addition to
being more costly, each of these results has the added unfortunate
consequence of higher rates of recurrence of skin cancers, which ultimately
affects the most importance variable, patient outcome and morbidity.

In conclusion, I believe that careful analysis of the proposed Multiple Procedure Payment
Reduction for Mohs surgery reveals this to be an unwise and unfair decision on many
fronts as outlined above. I appreciate the opportunity to offer comment on section ILE.2
(P-122) of the 2008 Medicare Fee Schedule Proposed Rule and urge you to reconsider
this proposal.

Sincerely,

%/\70“\.*” mMD

Brent E. Pennington, MD
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TERI J. COTTINGHAM, MD

December 12, 2007

Mr. Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 314-G, Hubert H. Humphrey Building
Washington, DC 20201

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

Dear Acting Administrator Weems:

As a Mohs surgeon I am deeply concerned about the proposed rule to remove Mohs
surgery from the Multiple Procedure Reduction Rule (MPRR) exemption list. This
proposal represents a dramatic reversal of sixteen years of the Centers for Medicare and
Medicaid Services’ (CMS) own determination that the Mohs codes are and should be
exempt from the MPRR. I believe this proposal will negatively impact Medicare
beneficiaries’ access to timely and quality care. In addition, application of this proposal
will not likely generate significant cost savings and may paradoxically increase costs of
providing care to these patients.

Currently, more than 10% of patients undergoing Mohs micrographic surgery have more
than one tumor treated with Mohs on the same day. Application of the proposed rule to a
second tumor treated on the same day will mean that reimbursement for the second
procedure does not cover the cost of providing the service. Therefore, physicians will
have difficulty affording the option of treating more than one tumor in the same patient
on the same date. This will affect Medicare beneficiaries disproportionately, since the
incidence of skin cancers peaks in Medicare-age patients, who are most likely to have
multiple tumors. Additionally, patients who are immuno-suppressed from organ
transplantation, cancer chemotherapy, infection or other diseases are at significantly
higher risk for skin cancers and often have multiple tumors; many of these patients are
also Medicare beneficiaries. These immuno-suppressed patients are not only at higher
risk for cancers but also at higher risk for potential metastases and possibly death from
skin cancers, especially squamous cell carcinoma. The elimination of the MPRR
exemption would mean that those patients most likely to have multiple tumors and most
likely to have undesirable outcomes from their tumors will sustain delays in their
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treatment and additionally-increased risk for adverse outcomes, if physicians are asked to
provide treatment at less than the cost of providing the service.

Although perhaps intended as a cost-saving measure, application of this rule will not
likely generate significant cost savings and may paradoxically increase cost of providing
care to these patients. When Mohs procedures are performed with higher-valued repairs
such as flaps or grafts, application of the MPRR to the Mohs codes will result in reduced
reimbursement for Mohs that doesn’t cover the cost of the procedure. Likewise, for
lower-valued repairs such as intermediate and complex layered closures, which are the
most commonly performed repairs, reduced reimbursement will not cover the cost of the
repair. The result in both scenarios will be an increase in referral of patients to other
reconstructive surgeons for repair. Since most Mohs surgeons operate in low-cost office
surgical suites but most plastic, oculoplastic, and head and neck surgeons operate in
ambulatory surgery centers or hospitals, where the costs of reconstruction are greater,
costs associated with repairs may actually increase. This is particularly true of patients
treated in academic or group practice settings, where high volumes of patients are treated
and where ready access to other reconstructive surgeons exists.

In light of the concerns raised above, I am requesting that CMS reconsider their plan to
remove Mohs surgery from the MPRR exemption list and feel it would be appropriate to
place Mohs surgery on the exemption list permanently. As this proposed change is due to
take effect on January 1, 2008, the leaders of the American College of Mohs Surgery, the
American Academy of Dermatology, the American Society of Dermatologic Surgeons,
and the American Society for Mohs Surgery would appreciate the opportunity to meet
with CMS to discuss possible solutions to the problem as soon as possible.

Respectfully,

Teri J. Cottingham M.D.
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RECEIVED
John G. Hancox, MD, FAAD
Mountain State Medical Specialties
399 Emily Drive DEC 2 1 2007
Clarksburg WV 26301 OSORA, DIVISIO

OF CORRE'SPONDE’:lCE

December 14, 2007 MANAGEMENT
Mr. Kerry Weems
Acting Administrator

Centers for Medicare and Medicaid Services

U. S. Department of Health and Human Services
Room 314-G, Hubert H. Humphery Building
200 Independence Avenue, S.W.

Washington, D.C. 20201-0004

Dear Mr. Weems,

I am writing to explain my opposition to the CMS-1385-P (Mohs Surgery and the
multiple surgery reduction rule).

I am one of only two skin cancer surgeons in the state of West Virginia with specialized
fellowship training to perform this procedure. I have removed approximately 1600
cancers from patients since July 2006 alone using Mohs micrographic surgery. My
patients come to me from an average of 45 miles away and many travel 3 hours or more.
This rule may require us to limit the number of cancers treated per patient and require
more waiting and repeat visits.

Skin cancer is the most common form of cancer, and the incidence in Medicare patients is
expected to rise 32% by 2010, based on Medicare's own data. So this rule change will
cause longer wait times for WV patients.

There are no economies or efficiencies in performing multiple procedures because I must
start the process for each surgery from the beginning and then microscopically examine
each tissue sample from each surgery separately. Reducing the payment for multiple
procedures by 50% will not cover our groups’ expenses. The Mohs procedures were first
placed on the MPRR exemption list in 1992 and there have been no new technologies or
techniques since then that allow the surgeon to perform the procedure in less time than it
took in 1992.

In essense, this rule will cause us to NOT be reimbursed enough to cover our expenses if
we perform more than one procedure per patient per day. For example, if I remove a 3
inch cancer from a patient's scalp, the new rule will not pay enough to cover the expenses
of putting a skin graft on the wound.



I implore you on behalf of my patients not to implement the MSRR to Mohs Surgery.
Severely cutting the reimbursement (especially limiting the number of cancers being
treated) may greatly limit access to care.

cox, MD, FAAD




P.O. Box 97

St. Clairsville, OH 43950-0097

PH: 1.740.695.7678

Hearing Impaired: 1.800.622.3925
Toll Free: 1.888.847.7810 ~ACCREDITED

Toll Free Fax: 1.877.847.692fy peg |1 Pil 3CA MANAGEMENT

W NS R
HEALTH PLAN

December 4, 2007

Centers for Medicare & Medicaid Services
7500 Security Boulevard
Baltimore, MD 21244

Re: Docket: CMS-1385-FC - Revisions to Payment Policies Under the Physician Fee Schedule:
Medicare Interim Firal Rule Physician Fee Schedule 2008 related to codes 99441, 99442, 99443,
98966, 98967, 98968

Dear Sir:

L-appreciate this opportunity to comment on the Centers for Medicare and Medicaid Services’
(CMS) interim final rule regarding revisions to payment policies under the proposed 2008 Medicare
Physician Fee Schedule Docket CMS-1385-FC.

Case/care management is “a collaborative process of assessment, planning, facilitation and
advocacy for options and services to meet an individual’s healthcare needs through communication and
available resources” (CMSA, 2002). As an essential part of the healthcare team, case managers routinely
work directly with patients in support of medical management assessments, objectives, services, and
health care coordination. The processes of health adherence assessment, education, and adherence
monitoring are well within the scope of case/care management practice.

Professional case/care managers perform these responsibilities as a core function of their jobs. As
licensed professionals, nurses, social workers case/care managers use proven techniques (e.g., health
literacy assessment, readiness to change tool) in working with patients, caregivers, and fellow healthcare
professionals toward measurable improvement in health status.

Case/care managers work collaboratively with physicians and pharmacists in coordinating and
providing assessments and management services through individualized care planning and care
coordination in collaboration with beneficiaries, care givers and families. In support of those
interventions and services, we ask for reconsideration of the interim payment rule on CPT codes: 99441,
99442, 99443, 98966, 98967 & 98968 from an N status to payable codes by Medicare. These codes
represent assessment and management services to beneficiaries such as:

e Transition of care
Medication reconciliation
Health literacy assessment, medication knowledge, readiness to change
Motivational interviewing
Patient education
Medical Home coordination

Failure to provide appropriate incentives and funding for these codes affects the alignment of care
coordination quality between providers, especially at the various levels for transitions of care within




settings, between settings, and between health states. Poor transitions of care may result in poor
outcomes such as incorrect treatments, medication errors, delay in diagnosis and treatment, readmissions,
patient complaints, increased health care costs).

¥
I believe that by requesting funding support for these six codes, providers will more readily integrate
case/care managers in support of the care management concepts such as the Medicare Medical Home
Demonstration (MMHD), pay for performance programs, and various collaborative care models which
CMS and other regulatory agencies are discussing.

I urge CMS to adopt a payable ruling structure for these much needed codes to ensure consistency,
accountability, and improved quality of care for beneficiaries. I thank you for your consideration of these
comments on this Interim Final Rule.

Sincerely,

Signature
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Haxes, Yolanda K. !CMSIOSORA! ‘ — —

From: ) Lafferty, Tiffany R. (CMS/OSORA) on behalf of Shortt, Michelie R. (CMS/OSORA)
. Sent: Wednesday, January 02, 2008 1:28 PM

To: Hayes, Yolanda K. (CMS/OSORA); Johnson, Sharon B. (CMS/OSORA)

Subject: FW: CMS-1385-FC

Sem———- Original Message-----

>From: White, Jacquelyn Y. (CMS/OSORA)

>Sent: Monday, December 31, 2007 12:31 PM

>To: Shortt, Michelle R. (CMS/OSORA); Nixon, Karen E.
>(CMS/OSORA); Bailey, Glenda G. (CMS/QOSORA)

>Subject: FW: Removal of Exemption Ruling (Mohs)

>

>For regs comment and correspondence control. Thanks.
>

>>-——-- Original Message-----

>>From: Kerry Weems (OA)

>>Sent: Monday, December 31, 2007 12:03 PM

>>To: White, Jacquelyn Y. (CMS/OSORA)

>>Subject: FW: Removal of Exemption Ruling (Mohs)
>> '

>>

>>>————= Original Message-—---

>>>From: Arash Kimyai-Asadi, M.D. [mailto:akimyai@yahoo.com]
>>>Sent: Monday, December 31, 2007 8:25 AM

>>>To: Weems, Kerry (CMS/QA)

>>>3ubject: Removal of Exemption Ruling (Mohs)

>>>

>>>

>>>Mr. Kerry Weems, Administrator

>>>Centers for Medicare and Medicaid Services Department of Health and
>>>Human Services, Room 314-G Washington, DC 20201

>>>

>>>

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

>>>

>>>VIA EMAIL

>>>

>>>Dear Mr. Weems:
>>>

>>>We are submitting comment to you regarding the 2008 Medicare Fee
>>>Schedule: Proposed Rule and the explicit withdrawal of the multiple
>>>procedure reduction rule (MPRR) exemption for Mohs surgical
>>>procedures. We submitted our comments and concerns in

>August of 2007,

>>>along with comments from approximately 1000 people who are directly
>>>affected by this change. The letters illustrated the impact that the
>>>proposed changes would have on individuals who depend on our
>services.

>>>We are asking that you reconsider the removal of the MPRR exemption
>>>for Mohs surgical procedures. '

>>>

>>>This action will unduly impact not only those Medicare beneficiaries
>>>who have or will be diagnosed with skin cancer but also

>those surgical

>>>dermatologists who provide these services.

>>>In addition, we believe this proposal will negatively impact
>Medicare

>>>peneficiaries’ access to timely and quality care. The application of

1




>>>the Multiple Procedure Reduction Rule will not likely generate
>>>significant cost savings and will likely paradoxically increase the
>>>cost of providing care to these patients.

>>>

>>>Mohs micrographic surgery uniquely includes two distinct components,
>>>surgery and pathology, both of which are performed wholly by

>the Mohs

>>>surgeon, with the pathology component comprising half of the
>service.

>>>The nature of Mohs surgery requires that the entire procedure,
>>>including processing and interpretation of the

>histopathology slides,

>>>be completed before any consideration is given to the excision of
>>>additional tissue or to repair of the resulting defect. The
>>>recurrence rate of cancers after being treated with the Mohs
>technique

>>>is less that 1%.

>>> '

>>>We feel strongly that removing the exempt status of the Mohs codes
>>>will negatively impact our patients' access to timely and quality
>>>care. Currently, 30% of our patients undergoing Mohs micrographic
>>>surgery in our practice have more than one tumor treated

>with Mohs on

>>>the same day. Application of the proposed rule to a second tumor
>>>treated on the same day will mean that reimbursement for the second
>>>procedure does not cover the cost of providing the service.

>This will

>>>affect Medicare beneficiaries disproportionately, since the
>incidence

>>>0f skin cancers peaks in Medicare-age patients, and these

>patients are '

>>>the ones most likely to have multiple tumors. Our patients
>>>continually tell us how much thHey appreciate being seen in

>one day for

>>>multiple procedures - especially those who travel long distances to
>>>see our physicians.

>>>

>>>In addition, patients who are immuno-suppressed from organ
>>>transplantation, cancer chemotherapy, infection or other

>diseases are

>>>at significantly higher risk for skin cancers and often have
>multiple

>>>tumors. Many of these patients are also Medicare

>beneficiaries. These )

>>>immuno-suppressed patients are not only at higher risk for

>cancers but

>>>also at higher risk for potential metastases and possibly death from
>>>skin cancers, especially squamous cell carcinoma.

>>>

>>>When Mohs procedures are performed with higher-valued

>repairs such as

>>>flaps or grafts, application of the MPRR to the Mohs codes

>will result

>>>in reduced reimbursement for Mohs that doesn’t cover the cost of the
>>>procedure. Likewise, for lower-valued repairs such as

>intermediate and

>>>complex layered closures, which are the most commonly performed
>>>repairs, reduced reimbursement will not cover the cost of

>the repair.

>>>This will force the Mohs surgeon to refer the patient to another
>>>specialist, such as a plastic surgeon or ocular-plastic surgeon,
>>>increasing the cost by use of anesthesia and OR services.

>>>

>>>In light of the concerns raised above, we respectfully request
>>>reconsideration of the proposed rule. We would happily discuss our
>>>concerns in support of a continued exemption.

>>>




>>>Sincerely,

>>>

>>>

>>>Arash Kimyai-Asadi, M.D.
>>>

>>>

>>>

>>>

>

>>>

>>

>>>

>>>Never miss a thing. Make Yahoo your home page.
>>>http://www.yahoo.com/r/hs

>

>



Hayes, Yolanda K. (CMS/OSORA)

M
From: Braxton, Shawn L. (CMS/OSORA)
Sent: Tuesday, January 08, 2008 10:58 AM
To: Hayes, Yolanda K. (CMS/OSORA)
Subject: FW: Public Submission

Shawn Braxton

Technical Advisor

Division of Regulations Development-B

Regulations Development Group

Office of Strategic Operations & Regulatory Affairs
(410) 786-7292

shawn.braxton@cms.hhs.gov

>————- Original Message-----

>From: OC AIMS Support [mailto:AIMSSupport@QC.FDA.GOV]
>Sent: Tuesday, January 08, 2008 8:16 AM

>To: Braxton, Shawn L. (CMS/OSORA); Jones, Martique S. (CMS/OSORA)
>Subject: FW: Public Submission

S>m———- Original Message-----

>From: no-reply@erulemaking.net [mailto:no-reply@erulemaking.net]
>Sent: Monday, January 07, 2008 7:53 PM

>To: OC AIMS Support

>Subject: Public Submission

>

>Please Do Not Reply This Email.

S .

>Public Comments on Medicaid Program; Optional State Plan Case

>

>Title: Medicaid Program; Optional State Plan Case Management Services
>FR Document Number: 07-05903 Legacy Document ID:

>RIN: 0938-R050

>Publish Date: 12/04/2007 00:00:00

>Submitter Info:

>

>

>First Name: Joel

>Last Name: Hornstein

>Category: Individual - I0001

>Mailing Address:

>City:

>Country: United States

>State or Province:

>Postal Code:

>0Organization Name:

>

>Comment Info: =

>

>General Comment:Please don't implement these proposed regulations.
>They will only serve to harm special needs children and adults who need
>more funding, not less.

>




Centre for Medicare & Medicaid Services
Dept of Health & Human Services
Attention: CMS-1385-FC

PO Box 8020

Baltimore, MD 21244-8020

27 December 2007
Re: Medicare Reimbursement of Skin Cancer patients
Dear Sirs,

1t is with much disappointment I recently learned that on 1 January 2008 Medicare will
cut its reimbursement for wound closure following Mohs surgery for skin cancer by 50%.
Also, any subsequent cancers treated on the same day will also have fees cut 50%.
However, if the patient returns to the office the day after excision of a skin cancer, then
the closure of the wound will be paid at 100% of the usual fee.

What this means is that skin cancer patients on medicare like my father, retired and on a
fixed income, can only have one cancer treated per day and then have to have the wound
closed on a different day. I do not believe this is good medical care.

I am concerned not only for my father, but for the thousands like him who are affected by
skin cancer. Please help stop ridiculous inefficiencies like this, which only make it more
difficult and more expensive for patients who might have several spots of skin cancer to
be treated. Not only does this make it more inconvenient for the patient, but also affects
their caregivers and has a knock on effect to their families.

This is not a good treatment plan and I am writing to ask you to please change this very
unwise decision.

Thank you. A

Yours;,éin,é‘erely,

k

5701 Greenheaﬂ Drive
Austin TX 78745
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Johnson, Sharon B. (CMS/OSORA) : U Ol
From: Heidi Jackson [heidi@dermsurgery.org] 1
Sent: Friday, December 28, 2007 4:36 PM

To: Weems, Kerry (CMS/OA)

Subject: Removal of Exemption Ruling (Mohs)
Importance: High '

December 28, 2007

Mr. Kerry Weems, Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services, Room 314-G
Washington, DC 20201

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

VIA EMAIL

Dear Mr. Weems:

We are submitting comment to you regarding the 2008 Medicare Fee Schedule: Proposed Rule and the
explicit withdrawal of the multiple procedure reduction rule (MPRR) exemption for Mohs surgical
procedures. We submitted our comments and concerns in August of 2007, along with comments from
approximately 1000 people who are directly affected by this change. The letters illustrated the impact
that the proposed changes would have on individuals who depend on our services. We are asking that
you reconsider the removal of the MPRR exemption for Mohs surgical procedures.

This action will unduly impact not only those Medicare beneficiaries who have or will be diagnosed
with skin cancer but also those surgical dermatologists who provide these services. In addition, we
believe this proposal will negatively impact Medicare beneficiaries’ access to timely and quality care.
The application of the Multiple Procedure Reduction Rule will not likely generate significant cost
savings and may paradoxically increase the cost of providing care to these patients.

Mohs micrographic surgery uniquely includes two distinct components, surgery and pathology, both of
which are performed wholly by the Mohs surgeon, with the pathology component comprising half of
the service. The nature of Moths surgery requires that the entire procedure, including processing and
interpretation of the histopathology slides, be completed before any consideration is given to the
excision of additional tissue or to repair of the resulting defect. The recurrence rate of cancers after
being treated with the Mohs technique is less that 1%.

We feel strongly that removing the exempt status of the Mohs codes will negatively impact our
patients' access to timely and quality care. Currently, 30% of our patients undergoing Mohs
micrographic surgery in our practice have more than one tumor treated with Mohs on the same day.
Application of the proposed rule to a second tumor treated on the same day will mean that

1/2/2008
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reimbursement for the second procedure does not cover the cost of providing the service. This will
affect Medicare beneficiaries disproportionately, since the incidence of skin cancers peaks in Medicare-
age patients, who are most likely to have multiple tumors. Our patients continually tell us how much
they appreciate being seen in one day for multiple procedures - especially those who travel long
distances to see our physicians. '

In addition, patients who are immuno-suppressed from organ transplantation, cancer chemotherapy,
infection or other diseases are at significantly higher risk for skin cancers and often have multiple
tumors. Many of these patients are also Medicare beneficiaries. These immuno-suppressed patients
are not only at higher risk for cancers but also at higher risk for potential metastases and possibly
death from skin cancers, especially squamous cell carcinoma.

When Mohs procedures are performed with higher-valued repairs such as flaps or grafts, application of
the MPRR to the Mohs codes will result in reduced reimbursement for Mohs that doesn’t cover the
cost of the procedure. Likewise, for lower-valued repairs such as intermediate and complex layered
closures, which are the most commonly performed repairs, reduced reimbursement will not cover the
cost of the repair. This will force the Mohs surgeon to refer the patient to another specialist, such as a
plastic surgeon or ocular-plastic surgeon, increasing the cost by use of anesthesia and OR services.

In light of the concerns raised above, we respectfully request reconsideration of the proposed rule.
We would happily discuss our concerns in support of a continued exemption. Respectfully submitted
on behalf of our physicians and patients.

Heidi Jackson, BS, MPA, Dermsurgery Associates, PA

7515 South Main Street, Suite 240 Houston, TX 77030 Direct: 832-213-5454

CONFIDENTIALITY NOTICE:

The information in this e-mail may be confidential and privileged. This e-mail is intended to be
reviewed by only the individual named above. If you are not the intended recipient or an authorized
representative of the intended recipient, any review, dissemination or copying of this e-mail and its
attachments is prohibited. If you have received this e-mail in error, please immediately notify the
sender by return e-mail and delete this e-mail from your system. Thank you.

1/2/2008
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November 14, 2008

Kerry Weems
Acting Adminstrator

J07 05 10 Bt 5 03

Centers for Medicare and Medicaid Sermives
U.S. Department of Health and Medicaid Sermices
Room 314-G, Hubert H. Humphrey Building

200 Independence Ave., SW

Washington, DC 20201

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

Dear Acting Administrator Weems:

wwwi.floridaskinsurgeons.com - Email: FSDS82@aol.com

As Immediate Past-President of the Florida Society of Dermatologic
Surgeons (FSDS), and as the representative of the entire board and
membership of the FSDS, a 277 member organization created solely for the
education of Dermatologic physicians treating skin cancer, | wish to represent
our extreme concern about the proposed rule change presented in the 2008
Medicare Fee Schedule concerning Mohs Surgery, and wish to comment on
this proposed rule change, if I may. I am referring to Section I.LE.2(P-122) of
the 2008 Medicare Fee Schedule in which it states:

“Based on the revisions to the code descriptors and a clearer understanding
regarding the technical elements of the procedure, the CPT Editorial Panel
removed the Mohs procedure from the -51 modifier list. The code descriptors
Jfor Mohs surgery codes were developed to take into account the different level
of physician work intensity based on anaiomic site. The RV Us associated with
the codes for each anatomic location were assigned, as they are for other
procedures, after a thorough discussion by the RUC of all aspects of the

service.
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RVUs were developed for each Mohs surgery base code based on an assumption that
each code is performed separately. Because the RVUs for these services do not take into
account the efficiencies that occur when multiple procedures are performed in one
session, we do not believe that these codes should continue to be exempt from the
multiple procedure payment reduction. Therefore, we are proposing to eliminate the
modifier -51 exemption and apply the multiple procedure payment reduction rules to
these codes.”

Mohs Surgery is a cost-saving procedure in most cases. Over the years, Medicare has
saved millions, maybe billions, by having difficult skin cancers treated economically in
the Mohs surgeon’s office, rather than in the hospital. Prior to Mohs surgery being
performed by Dermatology in office, most skin cancers were removed by a plastic or
general surgeon in the hospital, with all of the expenses involved: the operating room,
the frozen tissue sections, the pathologist, the anesthesiologist, etc. Mohs Surgery
eliminates the separate charge of a patholgist for frozen sections, since this is bundled
with the Mohs Surgery codes: the Mohs Surgeon is the pathologist checking the tissue,
as well as processing the tissue. Most Mohs Surgeons do not need the expense of a
hospital or ambulatory surgery suite to perform their procedures, unless there are
concerns for the patient, as in tumors that may extend into the skull or the orbit, or in
large defects that require an extensive repair. As it is now, Medicare allows the Mohs
Surgeon to repair the patient’s skin cancer defect the day of surgery, or remove more
than one cancer that requires removal on a different body site on the same date, without
being penalized by the multiple reduction rules. With the proposed rule change, the
patient will need to be rescheduled for a different date for more surgery if they need
repair of their wound, or perhaps referred to an outside Plastic Surgeon who will want
to use expensive hospital services, etc, to repair the wound. With the proposed rule
change, when there are multiple serious skin tumors present, the Mohs surgeon will
need to reschedule the patient for more surgery on a different date in order to remove
the other tumors, if there is more than one cancer that requires Mohs surgery. The
expense of operating a Mohs surgery suite, which includes the hefty salary of the
histotechnologist preparing the tissue, the experienced nurses involved in patient care,
as well as the front office staff, building and equipment expenses, etc., does not allow
the Mohs surgeon to give discounts and stay in business . The procedure itself has
already given a huge discount to Medicare in the treatment of skin cancer.

Since Florida treats more skin cancer than any other state in the nation, the burden of
this Proposed Rule Change will fall principally on the shoulders of our Floridian skin
cancer patients. If the Mohs Surgeon cannot afford to operate efficiently by removing
multiple cancers and repair multiple defects in a timely fashion, because of the extreme
discount Medicare is taking with the Proposed Rule Reduction, then the need for more
Mohs Surgeons will increase as patients find themselves waiting longer and longer for
Mohs Surgery appointments. Theoretically, the Proposed Rule Reduction could
backfire and increase utilization of Mohs Surgery by creating a need for more Mohs
Surgeons.




The Proposed Rule Reduction also penalizes our skin cancer patients, many of them
veterans from World War 2, Korea, and Vietnam. These veterans do not take kindly to
rationing of care. They prefer to visit the Mohs Surgeons in private practice or in the
academic centers rather than overburden the overtaxed VA system, where one has to
wait 6 months or longer to have a skin cancer removed in some cases. When the cancer
is finally removed at the VA Hospital, it may be done on the Plastic Surgery Service
and require much more extensive surgery than would be required in a Mohs Surgeon’s
office surgery suite. I personally attend the VA Dermatology clinic at the James Haley
VA Hospital in Tampa, Florida, as a volunteer physician, having done so for 20 years,
and am aware of the problems there with skin cancer. We do not have a Mohs Surgeon
assigned to the VA. If it wasn’t for the Mohs Surgeons in private practice and in the
academic centers, the veterans having skin cancer problems would have complained a
lot more than they do now. This will change, if the Proposed Rule Reduction for Mohs
Surgery is implemented.

In summary, the Florida Society of Dermatologic Surgeons, respectfully requests that
the Proposed Rule, Section I1.LE.2(P-122) of the 2008 Medicare Fee Schedule NOT be
implemented. We respectfully request that the Medicare system continues to exempt
the Mohs procedure base codes, 17311 and 17313, from the multiple procedure
reduction rule, and that this exemption be permanent. As I have previously mentioned,
itis in our patients’ best interest to maintain this cost-effective and tissue sparing
procedure, and not to penalize the Mohs Surgeons for cost effectively doing the job in
one visit that would normally take 2-3 specialists to do much more expensively. 1
would appreciate the opportunity to discuss this issue with CMS anytime you are
available. Please feel free to contact me at my office or by e-mail.

Respectfully,

-6\/*”; :>-‘ ~2,

Susan S. Roper, M.D.

Immediate Past - President, Florida Society of Dermatologic Surgeons

Director, Countryside Dermatology and Laser Center
Clearwater, Florida

Clinical Associate Professor

University of South Florida School of Medicine
Tampa, Florida

csdermatology@aol.com

727-791-1411

727-791-1419 fax




cC:

Terrence Kay, Director, Hospital and Ambulatory Policy Group

Amy Bassano, Director, Practitioner Services Division

Diane Baker, MD, President, American Academy of Dermatology

David Brodland, MD, President, American College of Mohs Surgery

Alastair Caruthers, MD, President, American Society of Dermatologic Surgery
Sharon Tiefenbrunn, MD, President, American Society for Mohs Surgery




December 22, 2007

Mr. Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 314-G, Hubert H. Humphrey Building
Washington, DC 20201 '

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

Dear Acting Administrator Weems:

As the President of the American College of Mohs Surgery and as a Mohs
surgeon in practice dedicated solely to the care of skin cancer patients, I
am deeply concerned about the recent ruling to remove Mohs surgery
from the Multiple Procedure Reduction Rule (MPRR) exemption list. As
such, I appreciate the opportunity to comment on section IL.LE.2 (P-122) of
the 2008 Medicare Fee Schedule Coding — Multiple Procedure Payment
Reduction for Mohs Surgery.

Based on the wording of the explanation for the rule, I have to assume that
there is a very fundamental misunderstanding about the nature of Mohs
surgery. The passage from  II E.2 that I refer to is as follows:

Because the RVUs for these services do not take into account the
efficiencies that occur when multiple procedures are performed in one
session, we do not believe that these codes should continue to be exempt
from the multiple procedure payment reduction. Therefore, we are

proposing to eliminate the modifier -51 exemption and apply the multiple
procedure payment reduction rules to these codes.” (Italics and
underlining added)

Sixteen years ago, this issue was reviewed by CMS (then HCFA) and
correctly determined that Mohs excision and reconstruction occur at
separate surgical sessions. As such, there are no efficiencies that occur
because of the separation of these surgical sessions by time, which usually
amounts to hours. The patient leaves the operating suite after the excision

D



and awaits the processing of the tissue and the pathologic interpretation of
the slides by the Mohs surgeon. If all cancer is found to have been
removed, then the patient is brought back to the room for planning and
execution of the repair. Therefore, unlike when I perform a standard
excision and immediately proceed to closure during the same session, I am
not able to benefit from the efficiencies which normally occur with
multiple procedures.

Furthermore, when more than one cancer is treated simultaneously, there
is not the 50% efficiencies found in standard excisions since, in addition to
the excision, each specimen is processed with mapping, tissue marking,
pathologic processing and pathologic specimen examinations independent
of one another. Indeed, 50% of the value of Mohs excision is the
pathology component which is universally reimbursed at a rate of 100% of
its value no matter how many specimens are processed. There is no
redundancy of work that produces the efficiencies that are suggested in the
excerpt above. The only economy of effort would be in the pre and post
operative component of the procedure and this equals no more than 20%
of the value of the service when more than one tumor is treated.

Therefore, a 50% reduction ruling for multiple Mohs procedures or a
Mohs procedure combined with a repair of the wound is illogical and
financially draconian. In many practices, the severity of this cut will make
current practice of Mohs unsustainable and I fear will not likely generate
significant cost savings. In fact, it may paradoxically increase costs of
providing care to these patients. This would seem likely since the cost of
performing more than one Mohs excision will exceed the reimbursement
with the 50% reduction of second and subsequent excisions.

The cost of wound repair, since it is performed at a separate session from
the Mohs excision, will likely exceed the reimbursement in many cases
also. One of the hidden values of Mohs excision for both the patient and
CMS is that Mohs surgery is done with smaller margins, resulting in
smaller defects that can be closed with smaller repairs. However, with a
50% reduction in reimbursement, these smaller repairs will likely cost
more to perform by the Mohs surgeon than will be reimbursed. Of course,
if excision and closure were performed at the same surgical session, this
would not be so. However, there are no efficiencies gained whatsoever for
Mohs excision and eventual closure at a later session.

I could envision that such pressures could lead to limiting the number of
cancers excised from a patient on a given day, thus altering access to
timely care. The pressures could conceivably lead to more frequent
referral of wound repairs to hospital based physicians who I believe would
be more likely to reconstruct with costlier closures than I may select since
my training has taught me to use the smallest practical closure of a given




wound. The increased costs associated with doing the closures in the
hospital setting would obviously increase costs over current practice.
Ultimately, the consumer/patient will bear the brunt of whatever
adjustments physicians will have to make given the unsustainability of
current practices.

A workable solution is possible, however. Two adjustments that would
reflect true “efficiencies that occur when multiple procedures are
performed” would be to reduce the reimbursement of the 2™ and
subsequent Mohs surgery by the amount not included in the intraservice
component of the value. Secondly, keeping the reimbursements of the 1
repair of a wound at 100% and reduce subsequent repairs by 50% to
reflect the fact that wound repair occurs at separate surgical sessions, a
characteristic unique to Mohs excision.

Unfortunately, there is currently no AMA CPT modifier that would
accurately identify these adjustments, so a 2% adjustment to the Mohs
procedure base code physician work RVUs, (20% percent correction for
multiple Mohs sites which occurs 10% of the time) with reinstatement of
the multiple procedure reduction rule exemption might be a fair and
sustainable solution.

In summary, the explanation as excerpted from Section IL.E.2 (P-122)
above is fundamentally in error with regards to the Mohs procedure. It
goes against the correct 1992 ruling on the same issue without accurate
justification. I also feel that it is likely that the ruling will result in
decreased access to care for skin cancer patients without a cost savings to
Medicare. I do feel there is a reasonable solution that is sustainable and
allows physicians to continue to provide quality care for skin cancer
patients. I believe continued communication will be necessary to reach a
tenable solution in this matter. To be sure, my organization, the American
College of Mohs Surgery will look forward to and be available for any
such opportunity.

Sincerely,

David G. Brodland M.D.
President, American College of Mohs Surgery
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2225 Enterprise Dr., Suite 2514
Westchester, lllinois 60154
708.492.0502

FAX: 708.492.0565

December 28, 2007

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Dear Administrator Weems:

I am a urologist who practices medicine as a member of Uropartners, LLC, a single specialty
group practice in the metropolitan Chicago area. Uropartners was formed in the summer of 2005
through the merger of 11 separate urology practices. These practices came together because of a
shared belief that patients benefit from the resources and efficiencies of a large, single-specialty
group. Today, Uropartners has over 35 urologists treating patients at 20 different office
locations. Many of our patients are Medicare beneficiaries. I am writing to comment on the
changes to the anti-markup rule that were published in the Physician Fee Schedule on November
27, 2007 that concern the purchased diagnostic testing rules.

The final rule imposes an anti-markup provision on the technical and professional components of

diagnostic tests that are ordered by a billing physician or other supplier (or a related party) if the

technical or professional component is purchased from an “outside supplier” or if it is performed

at a site other than the office of the billing physician or other supplier. This is a wholly different C
test than what was proposed. Rather than focusing on whether the test was purchased or not, the S
new rule applies the anti-markup provision simply based on where the test is furnished. Under - -
the final version of the rule, to avoid the anti-markup provisions, a test would have to be

furnished “in the office of the billing physician or other supplier,” i.e., the “space in which the

physician organization provides substantially the full range of patient care services that the

physician organization provides generally.”

When the anti-markup rule applies to a diagnostic test, the amount of payment is affected by

requiring that a “net charge” be calculated. CMS has given little guidance with respect to

calculating the “net charge” when a service is provided by the employed technologists and
. physicians of a practice where those individuals are not compensated based on a per test basis.
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In addition, the CMS rules require that the “net charge” be calculated without regard to any
overhead, including the cost of equipment or leased space.

Finally, the new rule prohibits full payment for physician arrangements that were structured to
meet the Stark requirements of the in-office ancillary services exception with respect to the
provisions concerning “same” and “centralized” buildings (locations which are specifically
identified within the Stark statute itself). As a result, thousands of physician practices, including
our group practice—after relying upon CMS guidance with respect to the physician self-referral
laws and regulations—will not be reimbursed for equipment, facility, overhead, or any other
related expenses for providing imaging or other diagnostic procedures to its patients.

After Uropartners was formed, our physician leadership began exploring the possibility of
furthering our mission by bringing pathology services in-house. Initially, we were approached
by several companies offering us the ability to participate in "condo lab" arrangements. That
model did not appeal to Uropartners because we felt it did not give us the control over quality
and service that we were seeking. In addition, we believed that this model potentially violated
the spirit of the applicable regulations. We ultimately built our own laboratory in a building that
is centrally located to our clinics. We invested almost $700,000 in state-of-the art lab equipment
and facilities, hired three board certified pathologists to work exclusively in the lab, and hired a
staff of technicians and office personnel that has grown to 10 full-time equivalent employees.
Based on the new anti-markup regulations, it will not be possible for our practice to offer these
services without operating at a loss. As a result, when these services are no longer available,
patients will lose access to quality services.

The changes proposed in these rules will have a serious impact on the way our urology group
practices medicine and will not lead to the best medical practices. These rules will adversely
impact the quality of, and access to, diagnostic tests for Medicare beneficiaries. The proposed
changes to the anti-markup rule will make it difficult, if not impossible for Uropartners to
continue to provide pathology services to our patients. Since its opening in 2006, the
Uropartners lab has proven to be very beneficial for patient care. Some of the speclﬁc benefits
our patients have received that are attributable to the Uropartners lab are:

1. Better quality control. The director of our pathology lab is an active
participant at all Uropartners' Board of Managers meetings and also serves as the chair of
the Clinical Laboratory Quality Assurance Committee which meets regularly and reports
to the Board. A laboratory representative also attends all office manager meetings to
receive feedback on the quality of care and service. Laboratory information is
disseminated via a monthly newsletter, facilitating communication between the
pathologists, the urologists, and their respective staffs.

2, Uropartners' urologists _controlled the selection of the pathologist.
Uropartners conducted an extensive search to find pathologists for our lab who met our
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standards for competency and responsiveness. The pathologists we hired met, and
continue to meet, those standards. Consequently, we have a high degree of confidence
and trust in the pathologist making the diagnosis.

3. Our pathologists sub-specialize in urological pathology. Our pathologists
only examine urological specimens. As a result, they have an expertise that a general

pathologist working for an outside lab is unlikely to have.

4. Pathology reports are more accessible. Because our pathology reports are
maintained within our medical records system, our urologists have direct access to those

reports.

5. Turnaround time is faster. In large part due to our lab's central location,
and due to the fact that the Uropartners lab runs smoothly and efficiently, our patients do
not have to wait an unnecessary amount of time to find out whether a biopsy is positive
or negative. ‘ ‘

6. Our pathologists are more responsive. Our pathologists work exclusively
for us and they are directly accountable to us. As a result, we see a level of
responsiveness that we did not see with outside labs that we used before establishing the
Uropartners lab.

7. Our urologists regularly interact with the pathologists. We are all part of
one group, and our urologists and pathologists treat patients in coordination with one

another.

8. Patients have the opportunity to visit our lab and review their cases with
the diagnosing pathologists. Our lab is easily accessible for patients, and our pathologists

welcome the face-to-face interaction with patients.

9. Our urologists have the ability to direct where second opinions are
performed. If a Uropartners urologist wants a second opinion from, say, the Mayo Clinic,

the opinion is performed at the Mayo Clinic. There are no conflicts with bureaucracy or
internal policy, which occasionally occur at commercial labs.

10.  Our patients get one bill from one place. When an outside lab is used, the
patient often times gets 3 separate bills - one from the urologist, one from the lab, and
one from the pathologist. This leads to confusion for the patient. It is also inefficient.

The sweeping changes to the anti-markup rules go far beyond what is necessary to protect the
Medicare program from fraud and abuse. I respectfully request that CMS reconsider its position
in light of the potentially devastating impact on the quality of care for Medicare beneficiaries and

Fivi
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delay the implementation of the rule until CMS has had time to understand the full impact of
these rules.

Thank you for your consideration,

Signature Z : 8
Joeé. Comfield, M.D.

Manager
Uropartners, LLC
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December 14, 2007

Kerry N. Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

Room 445-G

200 Independence Avenue

Washington, DC 20201

Attention: CMS-1385-FC
Dear Acting Administrator Weems:

On behalf of the American Society for Clinical Pathology’s (ASCP) 140,000 members, I am
writing in support of the reassignment/self-referral provisions included in the Centers’ for
Medicare and Medicaid Services (CMS) 2008 final Physician Fee Schedule rule. ASCP is
strongly opposed to any delay of the implementation of this rule.

ASCP writes in strong support of CMS’ efforts to block abusive billing arrangements that profit
from the referral of pathology services. Allowing providers to profit from the referral of
pathology services can distort medical decision-making, undermine patient trust in the medical
profession and adversely affect patient care. The Agency has promulgated an important set of
patient and programmatic protections, and it is to be commended for its work.

The anti-markup rule represents a balanced policy compromise by CMS after appropriate
consideration of issues such as the overutilization of medical services, proliferation of pod labs,
etc. We also believe that CMS provided stakeholders in histology laboratories adequate
opportunity to comment on the proposal after soliciting comments in the proposed Physician Fee
Schedule for CY 2007 (71 FR 48982) and the proposed Physician Fee Schedule for CY 2008 (72
FR 38179).

The ASCP is a nonprofit medical specialty society representing 140,000 members. Our
members are board certified pathologists, other physicians, clinical scientists, certified medical
technologists and technicians, and educators. ASCP is one of our nation’s largest medical
specialty societies and is the world’s largest organization representing the field of laboratory
medicine and pathology. As the leading provider of continuing education for pathologists and
medical laboratory personnel, ASCP enhances the quality of the profession through
comprehensive educational programs, publications, and self-assessment materials.
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ASCP is committed to working with CMS to stop the proliferation of any schemes that enable
physicians and group practices to profit from the self-referral of pathology services. The anti-
markup rule is an important tool to prevent abusive Medicare billing practices. If ASCP can be
of further assistance, please do not hesitate to contact me or Matthew Schulze, ASCP’s Senior
Manager for Federal and State Affairs, at (202) 347-4450.

Sincerely,

Tl W £fs

Lee H. Hilborne, MD, MPH, FASCP
President, ASCP

cC: Don Romano, Centers for Medicare and Medicaid Services
Lisa Ohrin, Centers for Medicare and Medicaid Services
Joanne Sinsheimer, Centers for Medicare and Medicaid Services
David Walczak, Centers for Medicare and Medicaid Services



THE MOHS COALITION
SUBMITTED ELECTRONICALLY
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Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Subiject: CMS-1385-FC Medicare Program; Revisions to Payment Policies Under
the Physician Fee Schedule, and Other Part B Payment Policies for
Calendar Year 2008 - Multiple Procedure Reduction Rule for Mohs
Surgery

Dear Mr. Weems:

On behalf of the members of the American Academy of Dermatology Association
(AADA), the American College of Mohs Surgery (ACMS), the American Society for
Dermatologic Surgery (ASDS), and the American Society for Mohs Surgery (ASMS), we
are very disappointed that the final 2008 Medicare physician fee schedule withdrew the
Multiple Procedure Reduction Rule (MPRR) exemption for Mohs surgical procedures.
As we stated in our proposed rule comments, and during in-person meetings with CMS
staff, and as many patients and legislators have reiterated, the health and quality of life
of our older patients with skin cancer is of paramount concern to us. Withdrawal of the
MPRR exemption for Mohs surgical procedures will have an adverse impact on the
health of these patients without generating significant savings.

As we have said before, the unique nature of the excision and pathology components of
Mohs surgery necessitates separate surgical sessions for excision of a cancer and any
subsequent repair procedure performed after confirmation of clear, cancer-free margins.
The work of excising, processing, and interpreting one tumor is also almost entirely
independent of any work involved with treating another tumor on the same day. The
efficiencies assumed in other procedures subject to the MPRR thus do not exist with
respect to Mohs procedures. CMS payment policy has recognized this essential fact
since 1992. Yet, without furnishing any data in support of reversing this precedent from
CMS, the RUC, or the CPT panel, CMS will eliminate the exemption.

Removal of the MPRR exemption for the Mohs base codes (CPT codes 17311 and
17313) will lead to reimbursement that is far less than the cost of performing these




procedures. Specifically, the policy change will make it very difficult to offset the losses
incurred in performing Mohs excision when treating older patients who, during the
course of one office visit, require reconstruction of the wound following removal of the
cancer or have multiple skin cancer lesions requiring treatment. Our concern is that
these effects will negatively influence the current level of access to skin cancer care
using Mohs surgery for the Medicare population, who is disproportionately affected by
skin cancer.

Furthermore, the Part B Extract and Summary System (BESS) data file maintained by
CMS shows that patient utilization of Mohs represents only 20 percent of current skin
cancer treatment. Yet, patient utilization of Mohs will continue to grow as more
Americans become Medicare eligible. For example, based on BESS data for 2005 (the
last year available), Medicare covered a total of 2,039,479 skin cancer procedures, and
as previously noted, of these procedures only 20 percent (N = 425,945) were Mohs
surgery. It is also worth noting that the frequency of Mohs procedures is an excellent
proxy for skin cancer because one cannot render treatment without a positive biopsy.
The proposed policy change will therefore make it prohibitively costly for many Mohs
surgeons to furnish Mohs surgical procedures to Medicare patients at a time when skin
cancer incidence is projected to rise 32 percent by 2010.

We acknowledge efforts by CMS to prevent procedure “bundling” and to save taxpayer .
funds for better use through an MPRR policy. However, instead of modifying payment
policy in an ad hoc manner, procedure by procedure, we believe that CMS should
examine the MPRR policy in its entirety and issue an updated policy that
comprehensively identifies the circumstances in which exemption is warranted

Accordingly, we respectfully request that CMS reconsider its decision and allow Mohs
procedure codes to retain their historic exemption from the MPRR. Indeed, given the
rising incidence of skin cancer in elderly patients, Medicare’s payment policies should
encourage access to Mohs surgery so they can obtain proven and effective treatment of
skin cancer.

If you have questions, please feel free to contact the following staff from the Mohs
Coalition:

Norma Border (AADA) at nborder@aad.org or 847-240-1814
Georgeanne Dixon (ACMS) at gdixon @mohscollege.org or 414-347-1103
Lisle Soukup Poulsen (ASDS) at Ipoulsen @ asds.net or 847-956-9126
Novella Rodgers (ASMS) at execdir@mohssurgery.org or 714-379-6262

Thank you for your consideration.

Respectfully,




Ny,

Diane Baker, MD,
President, American Academy of Dermatology

David G. Brodland, M.D.
President, American College of Mohs Surgery

P

Darrell S. Rigel, MD
President, American Society for Dermatologic Surgery

Sharon Tiefenbrunn, MD,
President, American Society for Mohs Surgery

DRB/DGB/DR/ST
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December 14, 2007

Centers for Medicare & Medicaid Services

Department of Health and Human Services -
Attn: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: CPT Code 68815 and 68816
Dear Sir/Madam:;

I am a pediatric ophthalmologist in full time academic practice and regularly
treat children with lacrimal disorders. The proposed fee schedule associated
with the above two codes is totally inadequate for the complexity and work
they require. The reasons for this are:

e All procedures in children are performed under general anesthesia.

e Virtually all procedures relate to previously failed nasolacrimal
duct probing (68811).

¢ The insertion of balloons or stents can be technically difficult. In
particular, lacrimal intubation is frequently challenging in small
children.

e While these procedures tend to be highly effective, facility fee
reimbursement also needs to be adequate to properly cover costs.
A proposed ASC payment of $434 is woefully inadequate. I have
been in pediatric ophthalmology practice for 30 years and have
performed both procedures for as long as they have been in existence.
It is my professional opinion that when compared with NLD probing
(68811), balloon dilation should be assigned at least double and
lacrimal intubation triple the RVUs assigned the basic general
anesthesia probing procedure.

Sincerely,

)

Richard A. Saunders, MD
Miles Professor of Ophthalmology
Professor of Pediatrics

RAS/mg

www.stormeye.org
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December 28, 2007 http://www.cms.hhs.gov/eRulemaking
Kerry Weems

Acting Administrator

Centers for Medicare & Medicaid Services

U.S. Department of Health and Human Services

Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: CMS-1385-FC Medicare Program; Revisions to Payment Policies
Under the Physician Fee Schedule, and Other Part B Payment Policies for
Calendar Year 2008

Dear Mr. Weems;

The North American Society for Cardiovascular Imaging (NASCI), representing
over 750 diagnostic radiologists and cardiologists, is pleased to submit comments
on the Final Rule “Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule, and Other Part B Payment Policies for Calendar Year
2008” published in the Federal Register on November 27, 2007. In this letter, we
will specifically address cardiac MRI codes.

Cardiac MRI Codes

As a result of the technological changes in MRI scanning, the CPT® Editorial
Panel created eight new cardiac MRI codes and deleted five existing cardiac MRI
codes. The new codes are: CPT code 75557, 75558, 75559, 75560, 75561,
75562, 75563, and 75564. The deleted codes are 75552, 75553, 75554, 75555,
and 75556. NASCI surveyed the eight new codes and has noted that for the four
new cardiac MRI codes that contain “with flow/velocity quantification,” CMS
stated the following in the final rule.

“...four of the new codes incorporate blood flow measurement, which
remains one of the nationally non-covered indications for MRI in the Medicare
program. Due to a national non-coverage determination for MRI that provides
blood flow measurement, CPT codes 75558, 75560, 75562 and 75564 will not be
recognized by the Medicare program...”

These four codes were assigned status indicator of “N” (Non-covered) in
Addendum B of the Final Rule.

1500 Sunday Drive, Suite 102, Raleigh, NC 27607
Phone (919) 861-4533; Fax (919) 7874916
Web site: www.nasci.org




NASCI is very disappointed with CMS’s decision not to cover these four new
cardiac MRI codes. NASCI would like to echo the ACR’s comments in noting that
that 75556 (Cardiac magnetic resonance imaging for velocity flow mapping) has
been a non-covered service for many years; however, there has been considerable
confusion regarding the reasons for CMS’s decision not to cover this examination.
Flow quantification and velocity assessment is a requisite to any functional cardiac
MRI examination when determination of valve function is necessary. It is necessary
to determine the extent of valvular insufficiency and stenosis. Moreover, flow
quantification is critical in some congenital cardiac MRI examinations to determine
the severity of intracardiac shunting (Qp/Qs ratio). These flow measurements are
used in much the same way as Doppler measurements are used in echocardiography.
The temporal resolution of this methodology is good, and the information obtained
is accurate.

The information obtained via flow quantification cardiac MRI is functional, and
although the morphology of valves can be inferred by this functional information,
the examination is not used to create an anatomic image and, as such, is not similar
to magnetic resonance angiography or MR spectroscopy. In a transmittal from 2004
where CMS defines national coverage policy for MR spectroscopy, we did find a
statement regarding non-converge of flow determinations stating “the CMS has
determined that blood flow measurement, imaging of cortical bone and
calcifications, and procedures involving spatial resolution of bone and calcifications,
are not considered reasonable and necessary indications within the meaning of
section 1862(a)(1)(A) of the Social Security Act, and are therefore non-covered”
which apparently reiterates CMS policy from 1997; however, CMS does not
reference 75556 directly in that transmittal, and it is not clear to providers or
contractors that this statement is the sole reason for non-coverage of 75556. In fact,
we can find no statements in any CMS transmittal where CMS discusses the reasons
why velocity measurements for cardiac imaging are “investigational” or not
“reasonable and necessary.” Had these been the sole reasons for CMS’s non-
coverage of 75556, the ACR and other medical societies would have been more
forceful in their opposition to non-coverage of 75556. However, it was assumed that
non-payment for 75556 was based on bundling 75556 with the other cardiac MRI
codes.

Even though 75556 was listed in CPT and valued by the RUC as a stand-alone code,
in clinical practice, 75556 was seldom (if ever) performed as a stand-alone service.
Since 75556 was almost always an add-on code to other cardiac MRI examinations,
medical specialty societies, including NASCI, assumed a major part of CMS’s
decision to not cover 75556 stemmed from the fact that many of the resources
required to provide this service would be included in the base code (75552, 75553 or
most commonly 75554). Medical specialty societies have for years assumed that the
primary reason for non-coverage of 75556 was based on the rationale that CMS
believed that valvular function determinations were included with the base cardiac
MRI examination, not that velocity determinations were investigational or not
reasonable and necessary.

The Medicare contractors have further added to the ambiguity in language from a
number of LCDs. Many Medicare contractors have lumped 75556 into MR
angiography services and have denied payment for 75556 based on the fact that
CMS has national coverage policy that iterates the specific indications for which
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MRA is covered, which do not include determinations of cardiac valve area.
Velocity flow mapping has little in common with magnetic resonance angiography
except that one type of pulse sequence used for MRA in the past included a phase-
contrast MR angiography sequence, in which a phase image was subtracted from
one acquired without the velocity encoding gradients in order to obtain an MR
angiogram. In fact, even after CMS’s comments in the rule regarding the National
Coverage policy from 1994, we are still uncertain why 75556 would be included in
the group of magnetic resonance angiography codes or MR spectroscopy.
Specifically, it is still not clear to us where CMS defines 75556 as magnetic
resonance angiography. We have reviewed a number of transmittals for magnetic
resonance angiography and magnetic resonance spectroscopy and find that current
CMS policy seems to merely instruct the Medicare contractors not to cover 75556
but leaves the reasons for non-coverage ambiguous. The Carriers Manual regarding
the issue defines the covered indications for MRA, but is silent with respect to
specific instruction regarding payment policy for 75556. One contractor’s LCD
defines the reason for no-coverage as follows: “Other usages of MRA (72159,
72198, 73225) including cardiac MRI for velocity flow mapping (75556) are
considered investigational and are not eligible for reimbursement.” However, we
have been unable to find that specific statement in a CMS transmittal. NASCI, like
the ACR, would appreciate clarification and a specific reference in CMS transmittals
iterating why flow velocity measurements by MRI for determining cardiac valvular
function should be classified as magnetic resonance angiography and why this
service should be considered investigational or not reasonable and necessary service.

NASCI believes any existing National Coverage Determination for magnetic
resonance angiography is not applicable to flow and velocity measurements. The
argument that these measurements remain investigational is irrational based on
current literature and clinical acceptance. Studies published as early as 1995 have
demonstrated the accuracy of MR determinations of valve disease (1-4) and Qp/Qs
ratios (5, 6) compared with both invasive and other non-invasive methods.
Functional evaluation of the cardiac valves with MRI in most instances is equal in
accuracy to echocardiography, and to require that Medicare beneficiaries undergo an
additional and potentially more invasive examination (e.g., echocardiography or
catheterization) following cardiac MRI to assess valvular stenosis or regurgitation
based purely upon payment policy is irrational and, ultimately, not cost effective.

1

Caruthers SD, Lin SJ, Brown P, et al. Practical Value of Cardiac Magnetic Resonance Imaging for
Clinical Quantification of Aortic Valve Stenosis: Comparison with Echocardiography. Circulation
2003; 108:223643.

2

Hundley WG, Li HF, Willard JE, et al. Magnetic Resonance Imaging Assessment of the Severity of
Mitral Regurgitation. Comparison with Invasive Techniques. Circulation 1995; 92:1151-8.
3

Kizilbash AM, Hundley WG, Willet DL, Franco F Peshock RM, Grayburn PA. Comparison of
Quantitative Doppler with Magnetic Resonance Imaging for Assessment of the Severity of Mitrral
Regurgitation. Am J Cardiol 1998; 81: 792-795.
4

Kon MW, Myerson SG, Moat NE, Pennell DJ. Quantification of Regurgitant Fraction in Mitral
Regurgitation by Cardiovascular Magnetic Resonance: Comparison of Techniques. J Heart Valve Dis
2004; 13:600-607

5

Hundley WG, Li HF, Lang RA, et al. Assessment of Left-to-right Intracardiac Shunting by
Velocity-encoded, Phase-difference Magnetic Resonance Imaging. A Comparison with Oximetric
and Indicator Dilution Techniques. Circulation 1995; 91:2955-60.

6
Weber OM, Higgins CB. MR Evaluation of Cardiovascular Physiology in Congenital Heart Discase:
Flow and Function. J Cardiovasc Magn Reson 2006; 8:607-17.
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NASCI is particularly disappointed with CMS’s decision regarding payment policy
for the cardiac MRI codes that include flow velocity determinations because it was
our intent, along with the ACR and American College of Cardiology (ACC) to
bring forward a set of bundled codes that accurately described the permutations of
performing cardiac MRI without having to have a series of component codes where
providers would pick and choose the services performed. At the urging of CMS, the
CPT Editorial and the RUC, specialty societies have been asked to create codes that
describe the entire episode of care rather than a series of component codes or add-on
codes in order to eliminate the possibility of duplication of work and practice
expense. The ACR and ACC took this advice to heart and created such a set of
codes for cardiac MRI. The codes that include velocity determinations are the
workhorse examinations for cardiac MRI studies. CMS payment policy puts
radiologists and cardiologists in the unanticipated conundrum of choosing between
four suboptimal options. Physicians can do the complete examination, code the
complete examination and not be reimbursed. Alternatively, the physician can do
the complete examination and down-code the examination to the codes that do not
include velocity determinations. However, this method violates CPT coding policy,
and places providers at risk of Medicare fraud for coding the incorrect examination
for the sole purpose of obtaining reimbursement. While either of these alternatives
will do what is correct for the patients, both are untenable for the physicians.
Unfortunately, CMS payment policy, based on a 1997 assessment that flow velocity
determinations by MRI are not reasonable and necessary, now dictates that
physicians must perform an incomplete cardiac MRI examination and then refer the
patient for additional and/or potentially more invasive studies such as
echocardiography, transthoracic echocardiography or cardiac catheterization in order
to determine valve area, extent of regurgitation or gradient, or Qp/Qs ratio. NASCI
believes this recommendation is flawed because it subjects patients to unnecessary
examinations and increases the cost of their cardiac evaluation. Nonetheless, the
NASCI will have to provide this recommendation to its members unless CMS
reconsiders its payment policy. The final option is to obtain an Advanced
Beneficiary Notice from patients undergoing the cardiac MRI examinations that
include flow velocity determinations. Certainly, an allowable scenario for
physicians under the proposed payment policy. Unfortunately, patients would then
have to pay for an entire examination when flow is ordered even though CMS
covers all of the other components of the examination when flow is not included.
Providers will have to explain to beneficiaries that while CMS will cover a lesser
examination, that includes 90% of the cost (based on work RVUs), when flow
velocity determinations are not necessary, CMS requires that patients must pay the
cost of the entire examination (not just the additional flow velocity component)
when determination of valve function is needed. We believe that beneficiaries will
have difficulty understanding the nuances of CMS’s reimbursement policy and ask
the providers to perform only the covered examinations, which will require them to
undergo additional and sometimes more invasive testing. We believe that CMS may
not have anticipated these outcomes when establishing payment policy for cardiac
MRI and are hopeful CMS will reconsider its position.

Because current payment policy is based on a 1997 analysis of flow measurements
that may not have even included an assessment of the accuracy of such
measurements for cardiac valvular function, NASCI believes CMS can change its
decision regarding coverage of 75558, 75560, 75562 and 75564 without opening an
new National Coverage Assessment and value these services at the RUC
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recommended values. Alternatively, if CMS believes that a new NCA is required
before coverage policy can be changed, the NASCI, like the ACR, recommends that
these four codes be valued at the RUC recommended values for 75557, 75559,
75561 and 75563 while the NCA is pending. This latter recommendation, would in
effect, continue current payment policy whereby physicians are frequently providing
velocity determinations and valvular assessment for their patients but are not being
reimbursed. Any other decision by CMS will detrimental to beneficiaries and
ultimately more costly for the Medicare program.

Conclusion

Thank you for the opportunity to comment on this Final Rule. NASCI encourages
CMS to continue to work with physicians and their professional societies. NASCI
looks forward to working with CMS on this important issue. If you have any
questions or comments regarding this letter, please contact me at 314-362-9989 or
via email at woodardp@wustl.edu.

Respectfully Submitted,

Pamela K. Woodard, MD
President

cc: Vincent Ho, MD
Geoffrey Rubin, MD
Arthur Stillman, MD, PhD
Richard White, MD
Jerome Breen, MD
James P. Earls, MD
Scott D. Flamm, MD
Thomas Gerber, MD
Jill Jacobs, MD
Johan HC Reiber, PhD
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South Shore Skin Surgeons, PC

SPECIALISTS IN DERMATOLOGIC AND MOHS MICROGRAPHIC SURGERY

December 17, 2007

Mr. Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 314-G, Hubert H. Humphrey Building
Washington, DC 20201

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

Dear Acting Administrator Weems:

I am a Mohs surgeon in Massachusetts and I am troubled by the plan to
remove Mohs surgery from the Multiple Procedure Reduction Rule
(MPRR) exemption list. The removal of Mohs from this exemption list
will have a negative impact on the ability of Medicare beneficiaries’ to
obtain access to the high quality care that they deserve and may increase
rthe cost of the care rather than result in cost sav1ngs ' -

!

LG

In my practlce a 81gn1ﬁcant number, proba’bly around 10- 15°/o, of patlents
undergoing Mohs mierographic surgery have more than one tumor treated
on the same day. ' When this rule goes in to effect (asit d1d in.the early
months of 2006 prior to its reversal based on a procedural 1ssue) jit-will no
longer be cost effective to treat tore than one lesion on a patient in one
day. Patients will have to make multlple trips to the doctor in order to
have their lesions treated. For elderly patients who often depend upon
family members for transportation, this will create a significant
inconvenience both in their own lives and in the lives of their families. In
addition, even when one lesion is treated by the Mohs procedure the
reduction in reimbursement for the Mohs code (when it is performed with
a flap or a graft) will.not allow adequate compensatlon for the cost-of -
performing the procedure. This can result in patients belng referred to
other phys1c1a.ns such-as head and neck surgeons or plastlc surgeons for
surgical repairs. Head and Neck and plastic surgeons often operate in an
operating room (rather than in an office setting as occurs when a Mohs
surgeon performs a repair) which will increase the overall cost of care for
the patlent ’T he patlent w111 also be Sllb_] ect to 1ncreased nsk forthe ... .-

e T "-.2(."‘! v
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South Shore Skin Surgeons, PC

SPECIALISTS IN DERMATOLOGIC AND MOHS MICROGRAPHIC SURGERY

procedure if they have to undergo general anesthesia rather than local
anesthesia as occurs with Mohs surgerons.

Additionally, patients who are immuno-suppressed from organ
transplantation, cancer chemotherapy, infection or other diseases are at
significantly higher risk for skin cancers and often have multiple tumors;
many of these patients are also Medicare beneficiaries. These immuno-
suppressed patients are not only at higher risk for cancers but also at
higher risk for potential metastases and possibly death from skin cancers,
especially squamous cell carcinoma. The elimination of the MPRR
exemption will mean that those patients most likely to have multiple
tumors and most likely to have undesirable outcomes from their tumors
could sustain delays in their treatment and additionally-increased risk for
adverse outcomes, if physicians are asked to provide treatment at less than
the cost of providing the service.

In light of the concerns raised above, I am requesting that CMS change the
ruling that will remove Mohs surgery from the MPRR exemption list and
feel it would be appropriate to place Mohs surgery on the exemption list
permanently. As this proposed change is due to take effect on January 1,
2008, the leaders of the American College of Mohs Surgery, the American
Academy of Dermatology, the American Society of Dermatologic
Surgeons, and the American Society for Mohs Surgery would appreciate
the opportunity to meet with CMS to discuss possible solutions to the
problem as soon as possible.
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Haxes, Yolanda K. (CMSIOSORA! —

From: lysherman@aol.com

Sent: Sunday, December 30, 2007 6:22 PM
To: : Weems, Kerry (CMS/OA)

Subject: From Dr. Alysa Herman, Miami, Florida

Mr. Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services U.S. Department of Health and Human Services
Room 314-G, Hubert H. Humphrey Building Washington, DC 20201

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

Dear Mr. Weems,

I am a Mohs surgeon who, along with other Mohs surgeons in the country, is very concerned
about the proposed initiative to remove Mohs surgery from the Multiple Procedure Reduction
Rule (MPRR) exemption list.

I practice in Miami, Florida and can tell you that there is a very high incidence of skin
cancer here. In addition to many patients having more than one skin cancer, a significant
proportion of my Medicare patients travel significant distances to see me for treatment--
many come from the Florida Keys and many fly over from The Bahamas (US citizens living
abroad) because there is no access to Mohs surgery where they live. Under the proposed
changes, as you are respectfully aware, this new rule will mean that if a patient has a
second skin cancer, the reimbursement in 2008 will not cover the physician's cost of
providing the treatment. Therefore, it will likely not be possible to offer patients the
convenience of treating the individual's second tumor 6n the same date. As a result,
patients will need to return for multiple office visits for treatment and, unfortunately,
bear the burden of this inconvenience as well as delay of treatment and theoretical
further growth of their skin cancers. Further, scheduling many of our elderly Medicare
patients is often challenging because many of them do not drive and need a family member
to accompany them to their Mohs surgery appointment. This often means that the family
member, usually the patient's son or daughter, needs to take time off of work to do so.
The impact of the above-mentioned changes will therefore alsc affect many families of
Medicare patients.

Please note that when my Medicare patients were informed of these potential changes in
Medicare reimbursement of Mohs surgery, more than 500 of these patients were motivated to
write letters to their congressmen making them aware of the negative impact that such
legislation would have on their access to care.

I trust that you have been made aware of the additional consequences that these changes
will likely have on Medicare patients. For example, Mohs surgeons who commonly perform
reconstruction of the wound on the same day of surgery may now refer patients for such
wound closure to other surgiéal colleagues (plastic surgeons), many of whom operate in
hospitals and ambulatory surgical facilities which each cost significantly more than the
Mohs surgeons' outpatient office. Since reimbursement of the repair of the wound will be
reduced by 50% under the proposed changes, such a reduction in fees will simply mean that
it is not cost-effective to provide such a service to patients. Although these changes are
intended to produce cost savings to the CMS, I truly believe that they may paradoxically
increase costs of providing care to these patients.

This proposal represents a dramatic reversal of sixteen years of the Centers for Medicare
and Medicaid Services’ (CMS) own determination that the Mohs codes are and should be
exempt from the MPRR.

In sum, I respectfully request that the CMS reconsider its plan to remove Mohs surgery
from the MPRR exemption list. Such changes will dramatically affect the way many of us
efficiently and cost-effectively treat skin cancer patients on an outpatient basis.

1




I thank you kindly for your attention to this correspondence and would be pleased to have
the opportunity to provide you with any further information that you may require.

Sincerely,

Alysa R. Herman, MD

More new features than ever. Check out the new AOL Mail ! - http://webmail.aol.com




MICHAEL J. HUETHER, M.D., P.C.
Arizona Skin Cancer Surgery Center, P.C.

MOHS MICROGRAPHIC SURGERY
DERMATOLOGIC SURGERY

5980 N. La Cholla Boulevard
Tucson, Arizona 85741-3535
(520) 887-3333 Phone / (520) 887-3344 Fax
www.azskincancer.com

12/30/2007

Mr. Kerry Weems

Acting Administrator

Center for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Room 314-G, Hubert H. Humphrey Building
Washington, D.C. 20201

Kerry. Weems e CMS hhs.eoy

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

Dear Mr. Weems:

I am writing to share my concerns about the negative impact that the proposed rule to remove Mohs
skin cancer surgery from the Multiple Procedure Reduction Rule (MPRR) exemption list. 1 am certain
that this will negatively impact Medicare beneficiaries’ access to timely care.

When the reduction of payment for additional services (as proposed) results in a payment below the
actual cost of providing the procedure, it will be very difficult to justify treating more than one skin
cancer tumor in one day. For many patients, it is not possible to come to the office for multiple
treatment sessions and will likely delay timely treatment. :

Even though it seems like asking physicians to provide additional services below their cost of
providing the service will save CMS money, it may in fact generate more costs for CMS since Mohs
surgeons may have to refer patients out to other hospital-based surgeons since they cannot make ends
meet by doing procedures which pay below the cost of performing the actual procedure.

Please reconsider the proposal to remove Mohs surgery from the MPRR exemption list, and again put
it back on the exemption list as it has been for the last 16 years. Medicare beneficiaries will appreciate
this decision.

Sincerely,

Michael J. Huether, M.D.

feflow, American Coflege of Mohs Surgery
Fellow, American Society for Dermatologic Surgery
Fellow. American Academy of Dermatology
Diplomate, American Board of Dermatology
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Submitter : Dr. Jeanie Smith v Date: 12/20/2007
Organization:  Harding University College of Pharmacy '
Category : Pharmacist
Issue Areas/Comments

Adoption of NCPDP SCRIPT 8.1
Adoption of NCPDP SCRIPT 8.1

Faxing prescriptions into a pharmacy from a remote computer at a prescribers clinic is a huge part of my practice. If faxing or this ‘pseudo’ e-prescribing is
removed a huge burden will return to both the staff at the pharmacy as well as the staff at the clinic. More time on the phone for pharmacists, technicians, nurses
and doctors. All of the clinics that fax in via computer entry have the prescriber perform the data entry and transmission. There is no middle man such as a PA or
nurse calling the prescription in. This cuts down on the chance of error. Also, these requests come across typed and not handwritten which is another way to
decrease the chance of making an error on the prescription. Please allow this wonderful addition to the medical world to remain in place - to reduce the chance of
errors and to save staff valuable time.
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Submitter : Dr. William Drake Date: 12/20/2007
Organization:  Advanced Care
Category : Pharmacist
Issue Areas/Comments
General
General

The elimination of efaxing will have a significant financial effect on our pharmacy operation, with almost minimal benefit. Over time we have invested money
and time in enhancing our technology to minimize prescription errors, and prescribing issues. Forcing us to only use eprescribing will cause an immediate cost
that have been forced upon the pharmacys by the switch companies. The rate is anywhere from $0.25 to $0.50 EACH prescription. There is no method to pass
this cost on, and the minimal benefits by eprescribing does not give a typical pharmacy any cost savings, only cost increases. Most pharmacies already have fax
machines. Many physician practices already can do efaxing, To continue this process has minial if no cost. The safety and security of prescribing is maintained
with this process has it has been for year. The issue is not between efaxing and eprescribing. The issue is with hand written prescripion. Foreing eprescribing
only benefits those who will collect the many fees from the process. Efaxing is an effective method of prescribing when evaluated by those who truly do the job
each and every day.
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December 31, 2007

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: CMS-1385-FC Medicare Program; Revisions to Payment Policies Under the
Physician Fee Schedule, and Other Part B Payment Policies for Calendar Year 2008

Dear Mr. Weems:

The North American Spine Society appreciates the opportunity to comment on the Centers
for Medicare and Medicaid Services (CMS) Final Rule on the revisions to Medicare
payment policies under the Physician Payment Schedule for calendar year 2008, published
in the November 27, 2007 Federal Register.

Moderate Sedation - CPT codes 99143 - 99150

In 2005, six new codes for performance of moderate sedation were created by the American
Medical Association’s (AMA) CPT Editorial Panel and valued by the AMA’s RVS Update
Committee (RUC). This was the culmination of several years of work by the AMA. The
entire Medicare fee schedule was reviewed and codes were separated into two categories:
those procedures for which moderate sedation was inherent with the cost inputs bundled
into the valuation (these codes are identified separately in appendix D), and those
procedures for which if moderate sedation is required, it should be coded in addition to the
primary procedure. Great care was taken to assure that physician and clinical staff times,
equipment and supplies were excluded from valuation of those codes for which moderate
sedation would be separately billable. A coalition of medical societies worked in conjunction
with the RUC to reach a consensus recommendation for these codes which was accepted by
the RUC in April 2005.

In the November 2005 final rule, CMS decided to assign carrier pricing to the moderate
sedation codes, while awaiting utilization data. That data now exists, and yet, in the 2008
fee schedule, CMS continues to recommend carrier pricing for these codes. Several carriers
have developed local policies that cover moderate sedation when indicated.




NASS respectfully requests that CMS examine the utilization data and accept the previously
established RUC relative value for these codes. If there is concern about the RUC
recommended

valuation or the usage of these codes, we request that CMS convey that concern to the RUC
or that CMS assign a refinement panel to decide a valuation.

Sincerely,

Charles Mick, MD, RUC Advisor
North American Spine Society

V=

Tim Shahbazian, DDS, RUC Advisor
American Association of Oral and Maxillofacial Surgeons/ American Dental Association

24,

Steve Krug, MD, RUC Advisor
American Academy of Pediatrics

e

James Perri, MD, RUC Advisor
American College of Emergency Physicians

c: Tom Faciszewski, MD, President, NASS
Eric Muehlbauer, Executive Director, NASS
William L. Rich, I, MD, Chair, AMA RVS Update Committee
Sherry Smith, Director, AMA RVS Update Committee



December 31, 2007

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attnh: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Ref- Physician Payment Level for new CPT® 68816
Dear Administrator:

This correspondence is in reference to the physician payment for new CPT® code 68816. In the
final rule, the 2008 payment for this code is $530 (non-facility) and $181 (facility).

Quest Medical

Quest Medical, Inc. develops, manufactures, and distributes medical devices for a variety of
medical and surgical markets. The markets our products provide solutions for include cardiac
surgery, ophthalmic surgery, oncology, IV fluid and anesthesia delivery, and hemodialysis.
Quest Medical makes several products for treatment of eye disorders, including several manual
ophthalmic surgical devices used for less invasive treatments of occluded lacrimal ducts.
LacriCATH® is our newest product line. The LacriCATH® balloon catheters are available
in various sizes and configurations to accommodate both pediatric and adult patients. Pediatric
ophthalmologists are the primary customers for this technology.

Balloon Catheter Dilation of the Nasolacrimal Duct

As background, the 68816 procedure is described as Probing of nasolacrimal duct, with or
without irrigation; with transluminal balloon catheter dilation. In this procedure, the typical
patient is placed under anesthesia. The puncta are dilated. The lacrimal system is probed in
the customary fashion, and the presence of the probe in the nose is confirmed. The probe is
removed, and a balloon catheter is passed through the superior punctum, canalicular system
and into the nasolacrimal duct down to the nasal floor. The presence of the balloon catheter in
the nose is then confirmed. An inflation device is filled with sterile water or saline, connected to
the balloon catheter, and the balloon is inflated for 90 seconds. The balloon is then deflated by
releasing the lock mechanism on the inflation device. The inflation procedure is repeated a
second time for 60 seconds, and again the balloon is deflated. The balloon is pulled proximally
and positioned within the lacrimal sac and nasolacrimal duct. The balloon is inflated and
deflated again using the same method described above. The balloon is deflated fully by
aspirating residual fluid out of the balloon. The catheter is then rotated clockwise to minimize
the profile of the deflated balloon and is gently withdrawn from the lacrimal system. Proper
drainage is confirmed using an irrigating fluid with fluorescein dye.

This procedure has gained prominence. In the largest series reported, patients received balloon
treatment after failed probing. Patients experienced duct clearance in a single treatment. In all
cases, those patients receiving a stent instead of a balloon required a second physician
encounter to remove the stent after the end of the global period. In addition, balloon treatment

QUEST Medical, Inc.

AnAtrion company

ONE ALLENTOWN PARKWAY / ALLEN, TEXAS 75002-4211 / 972 390-9800 / FAX: 972 390-2881
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Electronic and Faxed signatures Page 1 of 2
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Hayes, Yolanda K. (CMS/OSORA)

From: Lafferty, Tiffany R. (CMS/OSORA) on behalf of Shortt, Michelle R. (CMS/OSORA)
Sent:  Tuesday, January 15, 2008 7:51 AM

To: Jones, Martique S. (CMS/OSORA); Hayes, Yolanda K. (CMS/OSORA); Johnson, Sharon B.
(CMS/OSORA)

Subject: FW: Electronic and Faxed signatures

Public Comment - I believe this is PFS - 1385-FC. Martique, please correct me if I'm wrong.

Thanks,
Tiffany

From: White, Jacquelyn Y. (CMS/OSORA)

Sent: Monday, January 14, 2008 9:39 AM

To: Nixon, Karen E. (CMS/OSORA); Bailey, Glenda G. (CMS/OSORA)
Cc: Clybourn, Olen D. (CMS/OSORA); Shortt, Michelle R. (CMS/OSORA)
Subject: FW: Electronic and Faxed signatures

Karen/Glenda — For control. Thanks.

From: Weems, Kerry (CMS/OA)

Sent: Monday, January 14, 2008 8:20 AM

To: White, Jacquelyn Y. (CMS/OSORA)
Subject: FW: Electronic and Faxed signatures

From: Lamb Beatriz [mailto:beatriz.lamb@ssfhs.org]
Sent: Monday, January 14, 2008 8:12 AM

To: Weems, Kerry (CMS/OA)

Subject: Electronic and Faxed signatures

We object to the new restriction that hospices may not obtain the physician’s certification of terminal iliness
electronically nor a hand written certification via facsimile machine. This runs counter to the current, widely
used and CMS-encouraged move toward technology. There is nothing about a hand written signature that
provides insurance against fraud. Electronic signatures offer more protection and faxes provide information
about the sender. A legal opinion expressed that faxing signatures is just another method of delivering a hand
written signature. At this point, we are not sure what CMS will accept and cannot believe the intent is to revert
to allowing only hand written physician certifications that must be mailed to the hospice in order to meet this

regulation.

We request that CMS allow hospices to obtain electronic signatures for physician certification of terminal
illiness and also permit the option to obtain faxed hand written physician certifications of terminal iliness. It is
also important that the effective date of CR 5550 be delayed until CMS reaches a decision on the ability of
hospices to use electronic signatures for certification of terminal illness and faxes of hand written certification

signatures.

We thank you for your attention to this very important matter. Your response seriously impacts the operations
of Medicare-certified hospices throughout the country

1/22/2008
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Thank you,

Bea Lamb RN, MBA

Regional Director Home Health and Hospice
St. Elizabeth Regional Health

765-423-6877 phone

765-449-5192 fax

The information contained in this e-mail and any accompanying documents is intended for the sole
use of the recipient to whom it is addressed, and may contain information that is privileged,
confidential, and prohibited from disclosure under applicable law. If you are not the intended
recipient, or authorized to receive this on behalf of the recipient, you are hereby notified that any
review, use, disclosure, copying, or distribution is prohibited. If you are not the intended recipient(s),
please contact the sender by e-mail and destroy all copies of the original message. Thank you.

1/22/2008
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23 December 2007

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

P.O. Box 8020

Baltimore, MD 21244-8020

Dear Administrator Weems:

I am a urologist who practices in academic group practice setting with a large Medicare
population. 1 am writing to comment on the changes to the anti-markup rule that were
published in the Physician Fee Schedule on November 27, 2007 that concern the purchased
diagnostic testing rules.

The final rule imposes an anti-markup provision on the technical and professional components
of diagnostic tests that are ordered by a billing physician or other supplier (or a related party)
if the technical or professional component is purchased from an “outside supplier” or if it is
performed at a site other than the office of the billing physician or other supplier. This is a
wholly different test than what was proposed. Rather than focusing on whether the test was
purchased or not, the new rule applies the anti-markup provision simply based on where the
test is furnished. Under the final version of the rule, to avoid the anti-markup provisions, a
test would have to be furnished “in the office of the billing physician or other supplier,” i.e.,
the “space in which the physician organization provides substantially the full range of patient
care services that the physician organization provides generally.”

When the anti-markup rule applies to a diagnostic test, the amount of payment is affected by
requiring that a “net charge” be calculated. CMS has given little guidance with respect to
calculating the “net charge” when a service is provided by the employed technologists and
physicians of a practice where those individuals are not compensated based on a per test basis.
In addition, the CMS rules require that the “net charge” be calculated without regard to any
overhead, including the cost of equipment or leased space.

Finally, the new rule prohibits full payment for physician arrangements that were structured to
meet the Stark requirements of the in-office ancillary services exception with respect to the
provisions concerning “same” and “centralized” buildings (locations which are specifically
identified within the Stark statute itself). As a result, thousands of physician practices,
including my own —after relying upon CMS guidance with respect to the physician self-
referral laws and regulations—will not be reimbursed for equipment, facility, overhead, or any
other related expenses for providing imaging or other diagnostic procedures to its patients.

The changes proposed in these rules will have a serious impact on the way urologists practice
medicine and will not lead to the best medical practices. These rules will impact the quality
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of, and access to, diagnostic tests for Medicare beneficiaries. The proposed changes to the
anti-markup rule will make it difficult, if not impossible for me to provide expeditious and
quality pathology services to our patients in our research labs, which are distinct from our
office suite where we provide the full range of services of our medical practice. Indeed, it will
also be much more expensive to Medicare to provide these services in a hospital lab.

Based on the Stark regulations my practice developed a pathology service to comply with the
regulations. It cost thousands of dollars and took over a year to create a state of the art lab to
provide quality services to my patients. Based on the new anti-markup regulations, it will not
be possible for my practice to offer these services without operating at a loss. As a result,
when these services are no longer available, patients will lose access to quality services.

The sweeping changes to the anti-markup rules go far beyond what is necessary to protect the
Medicare program from fraud and abuse. I respectfully request that CMS reconsider its
position in light of the potentially devastating impact on the quality of care for Medicare
beneficiaries and delay the implementation of the rule until CMS has had time to understand
the full impact of these rules.

Thank you for your cEnsideration,

Barry A. Kogan, M.D.
Chief, Division of Urology
Albany Medical Center




Cosme A Gomez MDFACS
UROLOGY SPECIALTY GROUP LLC
7265 SW 93 AVENUE, SUITE 201
MIAMI, FL 33173

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

P.O. Box 8020

Baltimore, MD 21244-8020

Dear Administrator Weems:

I am a urologist who practices in Miami, Florida, as part of a 25 person single specialty urology
group practice, Urology Specialty Group LLC. We provide urologic services for a 2 county area
in South Florida. I am writing to comment on the changes to the anti-markup rule that were
published in the Physician Fee Schedule on November 27, 2007 that concern the purchased
diagnostic testing rules.

The final rule imposes an anti-markup provision on the technical and professional components of
diagnostic tests that are ordered by a billing physician or other supplier (or a related party) if the

olo

technical or professional component is purchased from an “outside supplier” or if it is performed

at a site other than the office of the billing physician or other supplier. This is a wholly different
test than what was proposed. Rather than focusing on whether the test was purchased or not, the
new rule applies the anti-markup provision simply based on where the test is furnished. Under
the final version of the rule, to avoid the anti-markup provisions, a test would have to be
furnished “in the office of the billing physician or other supplier,” i.e., the “space in which the
physician organization provides substantially the full range of patient care services that the
physician organization provides generally.”

When the anti-markup rule applies to a diagnostic test, the amount of payment is affected by
requiring that a “net charge” be calculated. CMS has given little guidance with respect to
calculating the “net charge” when a service is provided by the employed technologists and
physicians of a practice where those individuals are not compensated based on a per test basis.
In addition, the CMS rules require that the “net charge” be calculated without regard to any
overhead, including the cost of equipment or leased space.

Finally, the new rule prohibits full payment for physician arrangements that were structured to
meet the Stark requirements of the in-office ancillary services exception with respect to the
provisions concerning “same” and “centralized” buildings (locations which are specifically
identified within the Stark statute itself). As a result, thousands of physician practices, after

relying upon CMS guidance with respect to the physician self-referral laws and regulations—will -

not be reimbursed for equipment, facility, overhead, or any other related expenses for providing
imaging or other diagnostic procedures to its patients.




The changes proposed in these rules will have a serious impact on the way Urology Specialty
Group LLC practices medicine and will not lead to the best medical practices. These rules will
impact the quality of, and access to, diagnostic tests for Medicare beneficiaries. The proposed
changes to the anti-markup rule will make it difficult, if not impossible for our group of 25
urologists to provide prompt access to highly specialized diagnostic imaging services to our
patients. Based on the new anti-markup regulations, it will not be possible for my practice to
offer these services without operating at a loss. As a result, when these services are no longer
available through us, patients will have to resort to non specialized, independent diagnostic
centers, over which we have no say on quality control. Many of these centers, operated by non
physician entrepreneurs, do not have the same commitment to excellence and quality that we
uncompromisingly adhere to.

The sweeping changes to the anti-markup rules go far beyond what is necessary to protect the
Medicare program from fraud and abuse. I respectfully request that CMS reconsider its position
in light of the potentially devastating impact on the quality of care for Medicare beneficiaries and
delay the implementation of the rule until CMS has had time to understand the full impact of
these rules.

Thank you for your consideration,

Cosme A Gomez, MDFACS
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Hayes, Yolanda K. (CMS/OSORA)

From: Lafferty, Tiffany R. (CMS/OSORA) on behalf of Shortt, Michelle R. (CMS/OSORA)
Sent:  Tuesday, January 15, 2008 7:52 AM

To: Jones, Martique S. (CMS/OSORA); Johnson, Sharon B. (CMS/OSORA); Hayes, Yolanda K.
(CMS/OSORA)

Subject: FW: Physician Certification of Terminal liiness

From: White, Jacquelyn Y. (CMS/OSORA)

Sent: Monday, January 14, 2008 9:38 AM

To: Nixon, Karen E. (CMS/OSORA); Bailey, Glenda G. (CMS/OSORA)
Cc: Shortt, Michelle R. (CMS/OSORA); Clybourn, Olen D. (CMS/OSORA)
Subject: FW: Physician Certification of Terminal Iliness

Karen/Glenda — For control. Thanks.

From: Weems, Kerry (CMS/OA)

Sent: Friday, January 11, 2008 6:27 PM

To: White, Jacquelyn Y. (CMS/OSORA)

Subject: FW: Physician Certification of Terminal Iliness

From: Joe Hafkenschiel [mailto:jhafkenschiel@cahsah.org]

Sent: Friday, January 11, 2008 6:27 PM

To: Weems, Kerry (CMS/OA)

Cc: Wilson, Laurence D. (CMS/CMM); Deutsch, Terri (CMS/CMM); Anderson, Lori L. (CMS/CMM); Bastinelli,
Sandra (CMS/OFM); Schwartz, Daniel (CMS/OFM)

Subject: Physician Certification of Terminal Iliness

We object to the new restriction that hospices may not obtain the physician’s certification of terminal iliness
electronically nor a hand written certification via facsimile machine. This runs counter to the current, widely
used and CMS-encouraged move toward technology. There is nothing about a hand written signature that
provides insurance against fraud. Electronic signatures offer more protection and faxes provide information
about the sender. A legal opinion expressed that faxing signatures is just another method of delivering a
hand written signature. At this point, we are not sure what CMS will accept and cannot believe the intent is to
revert to allowing only hand written physician certifications that must be mailed to the hospice in order to meet
this regulation.

We request that CMS allow hospices to obtain electronic signatures for physician certification of terminal
illness and also permit the option to obtain faxed hand written physician certifications of terminal iliness. 1t is
also important that the effective date of CR 5550 be delayed untit CMS reaches a decision on the ability of
hospices to use electronic signatures for certification of terminal iliness and faxes of hand written certification
signatures.

We thank you for your attention to this very important matter. Your response seriously impacts the operations
of Medicare-certified hospices throughout the country.

Joseph H. Hafkenschiel, CAE

1/22/2008
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President

California Association for Health Services at Home(CAHSAH)
(916) 641-5795, ext. 118

(916) 641-5881 (fax)

jhafkenschiel@cahsah.org

1/22/2008
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Phone: ( 518) 262-3341 # Fax: (518) 262-6660

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

P.O. Box 8020

Baltimore, MD 21244-8020

Dear Mr. Weems,

I am a urologist who practices in Albany, New York, with a group of urologists at an
academic institution. Over 50% of my patients are using Medicare as their primary
health insurance. I am writing to comment and express my concerns on the changes to
the anti-markup rule that were published in the Physician Fee Schedule on November
27, 2007 that concern the purchased diagnostic testing rules.

The final rule imposes an anti-markup provision on the technical and professional
components of diagnostic tests that are ordered by a billing physician or other
supplier (or a related party) if the technical or professional component is purchased
from an “outside supplier” or if it is performed at a site other than the office of the
billing physician or other supplier. This is a wholly different test than what was
proposed. Rather than focusing on whether the test was purchased or not, the new
rule applies the anti-markup provision simply based on where the test is furnished.
Under the final version of the rule, to avoid the anti-markup provisions, a test would
have to be furnished “in the office of the billing physician or other supplier,” i.e.,
the “space in which the physician organization provides substantially the full range
of patient care services that the physician organization provides generally.”

When the anti-markup rule applies to a diagnostic test, the amount of payment is
affected by requiring that a “net charge” be calculated. CMS has given little guidance
with respect to calculating the “net charge” when a service is provided by the
employed technologists and physicians of a practice where those individuals are not
compensated based on a per test basis. In addition, the CMS rules require that the “net
charge” be calculated without regard to any overhead, including the cost of equipment

or leased space. v

Finally, the new rule prohibits full payment for physician arrangements that were
structured to meet the Stark requirements of the in-office ancillary services
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exception with respect to the provisions concerning “same” and “centralzed”
buildings (locations which are specifically identified within the Stark statute itself).
As a result, thousands of physician practices, including ours, after relying upon
CMS guidance with respect to the physician self-referral laws and regulations, will
not be reimbursed for equipment, facility, overhead, or any other related expenses
for providing imaging or other diagnostic procedures to its patients.

The changes proposed in these rules will have a serious impact on the way our group
practices medicine and will not lead to the best medical practices. These rules will
impact the quality of, and access to, diagnostic tests for Medicare beneficiaries. The
proposed changes to the anti-markup rule will make it difficult, if not impossible for
me to provide state of the art histopathology services, including special
immunostaining and cell ploidy, which are essential in making the correct diagnosis
for many cancers. We have assembled a team of professionals that has vast experience
in this filed. Sending the specimens elsewhere will raise concerns about the quality of
test results and lead to undue delay in diagnosis for our patients who are anxiously
waiting to hear the news about the presence of cancer.

Based on the Stark regulations my practice developed a histopathology service in a
manner that was compliant with the regulations. It cost us over $ 80,000 and took
nearly 14 months to create a state of the art facility to provide quality services to my
patients. Based on the new anti-markup regulations, it will not be possible for my
practice to offer these services without operating at a loss. As a result, when these
services are no longer available, patients will lose access to quality services. ‘

The sweeping changes to the anti-markup rules go far beyond what is necessary to
protect the Medicare program from fraud and abuse. I respectfully request that
CMS reconsider its position in light of the potentially devastating impact on the
quality of care for Medicare beneficiaries and delay the implementation of the rule
until CMS has had time to understand the full impact of these rules.

Thank you for your consideration,

Hoypeon Tl

Hugh Fisher, M.D.
Associate Professor of Surgery

\{l




WAYNE UROLOGICAL ASSOCIATES, P.A. W -0
HUNTINGTON OFFICE PARK « 1112 GRACIE PLACE * GOLDSBORO, NORTH CAROLINA 27534
TELEPHONE: (919) 735-1635 « FAX (919) 735-6699

WILLIAM B. TURNER, Ill, M.D. JOHN V. KASPAR, M.D. MARK S. LAFAVE, M.D. SHERMAN HAWKINS, M.D.

Kerry Weems

Acting Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

P.O. Box 8020

Baltimore, MD 21244-8020

Dear Administrator Weems:

I am a urologist who practices with a small group in Goldsboro, NC. We have a Large
Medicare population that needs high quality urologic care. I am writing to comment on
the changes to the anti-markup rule that were published in the Physician Fee Schedule on
November 27, 2007 that concern the purchased diagnostic testing rules.

The final rule imposes an anti-markup provision on the technical and professional
components of diagnostic tests that are ordered by a billing physician or other supplier (or
a related party) if the technical or professional component is purchased from an “outside
supplier” or if it is performed at a site other that the office of the billing physician or
other supplier. This is a wholly different test than what was proposed. Rather that
focusing on whether the test was purchased or not, the new rule applies the anti-markup
provision simply based on where the test is furnished. Under the final version of the rule,
to avoid the anti-markup provisions, a test would have to be furnished “in the office of
the billing physician or other supplier,” i.e., the “space in which the physician
organization provides substantially the full range of patient care services that the
physician organization provides generally.”

When the anti-mark up rule applies to a diagnostic test, the amount of payment is affected
by requiring that a “net charge” be calculated”. CMS has given little guidance with respect
to calculating the “net charge” when a service is provided by the employed technologists
and physicians of a practice where those individuals are not compensated based on a per
test basis. In addition, the CMS rules require that the “net charge” be calculated without
regard to any overhead, including the cost of equipment or leased space.

Finally, the new rule prohibits full payment for physician arrangements that were structured
to meet the Stark requirements of the in-office ancillary services exception with respect to the
Provisions concerning “same” and “centralized” buildings (locations which are specifically
identified within the Stark statute itself). As aresult, thousands of physician practices, ours
included-after relying upon CMS guidance with respect to the physician self-referral laws
and regulations-will not be reimbursed for equipment, facility, overhead, or any other related
expenses for providing imaging or other diagnostic procedures to its patients.




The changes proposed in these rules will have a serious impact on the way my small group
practices medicine and will not lead to the best medical practices. These rules will impact
the quality of, and the access to diagnostic tests for Medicare beneficiaries, the proposed
changes to the anti-markup rule will make it difficult, if not impossible for me to continue to
be a Medicare provider. We deliver high quality urology, urologic imaging

(Ct and ultrasound) and pathology to our patients. We can no longer tolerate or accept
Medicare cuts and rues that limit what we can afford to deliver as care to our patients.

Based on the Stark regulations my practice developed imaging and pathology services to
comply with the regulations. The financial cost and risk has been great, but the result were
worth it to provide quality services to my patients. Based on the new anti-markup
regulations, it will not be possible for my practice to offer these services without operating at
a loss. As aresult, when these services are no longer available, patients will lose access to
quality services.

The sweeping changes to the anti-markup rules go far beyond what is necessary to protect the
Medicare program from fraud and abuse. I respectfully request that CMS reconsider its
position in light of the potentially devastating impact on the quality of care for Medicare
beneficiaries and delay the implementation of the rule until CMS has had time to understand
the full impact of these rules

Thank you f u consideration,

W cens”

Wilfiam B. Turner, 111, MD
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@ N A S W ...the power of social work

National Association of Social Workers Elizabeth J. Clark, PhD, ACSW, MPH
Office of the Executive Director Executive Director

December 12, 2007

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-FC

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: CMS-1385-FC. Interim Final Rule. Revisions to Payment Policies Under the
Physician Fee Schedule.

Dear Sir/Madam:

I am writing to you on behalf of the National Association of Social Workers (NASW)
and its 150,000 members. NASW appreciates the opportunity to comment on the Centers
for Medicare and Medicaid Services “Interim Final Rule: Revisions to Payment Policies
Under the Physician Fee Schedule.”

NASW participated in the development of the Non-Face-to-Face Non-Physician
Telephone Services CPT Codes: 98966, 98967, and 98968. We are happy to see them
added to the list of CPT Codes for 2008. Telephone services are an integral part of case
management services for social workers who work with Medicare beneficiaries in diverse
health settings as they transition to different levels of care. We are recommending CMS
to reconsider the payment rule on CPT Codes 98966, 98967, and 98968 from an “N”
status to payable codes by Medicare. Failure to provide appropriate funding for these
codes may affect quality care coordination among providers.

Thank you for your consideration of these comments. If you have any questions, please
do not hesitate to contact me at 202-336-8200.

Sincerely,

Elizabeth J. Clark, PhD, ACSW, MPH
Executive Director

750 First Street NE, Suite 700, Washington, DC 20002-424)
(202} 3368200 » FAX {202} 336-8313 o bclark@naswdc.org ¢ www.socialworkers.org




December 5, 2007

Kerry N. Weems

Acting Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Hubert H. Humphrey Building

Room 445-G

200 Independence Avenue

Washington, DC 20201 Attention CMS-1385-FC

Dear Acting Administrator Weems:

The undersigned organizations are writing to encourage the Centers for Medicare and
Medicaid Services (CMS) to implement without delay the revisions to the Reassignment
Rule that are part of the final Physician Fee Schedule for Calendar Year 2008. We
oppose any delay in implementation of the anti-markup rule for pathology services. The
undersigned organizations represent a broad spectrum of physicians, providers and health
care professionals involved in laboratory medicine.

We applaud CMS for instituting changes to the Reassignment Rule to stop abuses in the
billing for pathology services. We believe that the anti-markup rule represents a balanced
policy compromise by CMS after appropriate consideration of the pod lab issue. We also
believe that CMS gave stakeholders in histology laboratories adequate opportunity to
remark on the proposal after soliciting comments in the proposed Physician Fee Schedule
for CY 2007 (71 FR 48982) and the proposed Physician Fee Schedule for CY 2008 (72
FR 38179). We do not believe there is a need for delay in implementing the rule.

The undersigned organizations are dedicated to working with CMS to stop the
proliferation of laboratory schemes that allow physicians and group practices to profit
from their self-referrals for anatomic pathology services. We believe that the anti-
markup rule is an important first step in preventing abuses against the Medicare program
and look forward to working with CMS on future rulemaking to establish additional
safeguards.

We thank CMS for their consideration to this matter. Any questions should be directed to
Donna Meyer with the College of American Pathologists at 202-354-7112
(dmeyer@cap.org).
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Kerry N. Weems
December 5, 2007
Page 2

Respectfully Submitted By,

American Clinical Laboratory Association

American Society for Clinical Pathology

Association of Directors of Anatomic and Surgical Pathology
Association for Molecular Pathology

Association of Pathology Chairs

College of American Pathologists

United States and Canadian Association of Pathology

Cc: Don Romano, Centers for Medicare and Medicaid Services
Lisa Ohrin, Centers for Medicare and Medicaid Services
Joanne Sinsheimer, Centers for Medicare and Medicaid Services
David Walczak, Centers for Medicare and Medicaid Services

College of American Pathologists






