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August 29, 2007

Herb Kuhn

Acting Administrator

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

P.O. Box 8018

Baltimore, MD 21244-8018

Re: Changes to Reassignment and Physician Self-referral Rules Relating to Diagnostic Tests (Anti-
Markup Provision)

Dear Mr. Kuhn:

We are leaders of two of the largest radiology group practices in Connecticut, Jefferson Radiology
Associates and Advanced Radiology Consultants. We respectfully submit the following comments in
response to CMS’ proposed rules for the 2008 Medicare Physicians’ Fee Schedule. We are certain that
CMS will receive comments from a broad spectrum of interested parties. We will focus here on providing
information that is specific to our situation.

CMS has made strong statements in its proposed rules that point to one very important factor in the growth
of imaging — the conflict of interest that arises when a physician who orders a test also profits from its
performance. Imaging has transformed healthcare and has improved both diagnosis and therapy. Indeed,
imaging has been cited by the prestigious New England Journal of Medicine as one of the ten most
important developments in medicine in the twentieth century. Thus, it is incumbent upon us to make sure
that we preserve the positive aspects of imaging, without undue cost to the system. While this will certainly
be a complex process, the first thing to be done is to remove artificial and counterproductive incentives for
the use of imaging. Thus, we strongly support CMS’ resolve to deal with in-office imaging and the many
permutations thereof that, according to CMS, “corrupt(ing) medical decision making.”

Thanks to forward thinking legislators and resolute private payers, Connecticut provides what is perhaps a
unique perspective on the issue and a model for potential actions that might remedy any future
inappropriate growth in imaging. Connecticut has Certificate of Need laws. Unlike many states,
Connecticut has not only retained its law, but strengthened it over the years. Most recently, in recognition
of the technological advances that have made prior-generation, advanced imaging less costly and available
to a broader array of providers through in-office imaging, the legislature removed previous threshold for
acquisition and made all CT, MR, PET scanners subject to CON requirement. To this date, only one
non-radiologist physician has obtained a CON for advanced imaging, and that was to replace a scanner that
was acquired at a cost below the prior threshold.

Also, in 2001, the Connecticut legislature became the first in the country to pass a law that requires ACR
accreditation to operate an MRI scanner here. Rhode Island has since become the second state.

The private insurance companies recognized the increased utilization of imaging that was engendered by
self-referral. In response, all major private payers have instituted specialty-specific privileging programs
that preclude almost all advanced imaging from being reimbursed to facilities that are not owned by
radiologists or hospitals. Anthem Blue Cross Blue Shield, HealthNet, Oxford, Cigna, Aetna, and
Connecticare have all done so. The first of these was documented in an article in a peer-reviewed journal.
(Sample programs and article attached)

The confluence of situations described above has led to relatively lower utilization of imaging among
Medicare beneficiaries when compared with Connecticut’s neighboring states (see attached annotated
map). Connecticut residents have no problems with access to medical imaging. More importantly, there is
no adverse effect on the health of Connecticut’s Medicare beneficiaries. Notable is the publication by
HCFA in the Journal of the American Medical Association in 2000 of the relative overall quality of care in
the states, wherein Connecticut, was ranked number 6 in the country for quality of care to Medicare




beneficiaries. This matches up well (especially when one considers the cost of care) in comparison with
adjacent states. Perhaps because of the overall paucity of self-referred imaging in Connecticut, the few
situations where self-referral has found a foothold can be analyzed more easily and can provide to CMS a
stark contrast between the utilization of services with and without the overhanging conflict of interest.

The first situation is that of an IDTF that received a CON to provide cardiac CT/PET. Immediately, the
IDTF embarked upon a dual business model: leasing part of the time to cardiology groups who would
provide services as if the machine belonged to them; and the rest of the time as an independent provider of
the service. We have obtained information from three large private payers in Connecticut showing the
following over the 18-month period through June, 2007:

a. 218 cardiac PET examinations were done in the entire state by these 3 payers.

b. the other sites are the two largest hospitals in the state, where the hospitals own and bill for the
examinations done on the scanners.

c. 134 of the 218 (63%) were done at the site where the two cardiology practices provide services on
leased time. These are the only two cardiology practices who have the ability to bill for PET. These
two practices comprise less than 20% of the cardiologists in the stated service area of the IDTF, yet
virtually all the examinations in the service area are referred by them, and none was referred anywhere
by any of the other cardiologists. Similarly, they comprise a very small percentage of the cardiologists
in the state, but perform (63%) of the total studies in Connecticut.

¢.100% of all patients done at that address were authorized to be done by the physicians in those two
practices as the providers.

d. Zero were done by the IDTF on patients referred by general medical community. This raises serious
questions as to the need for this examination if the other cardiologists never order the examination
from the IDTF.

e. 128 of the 134 (96%) were referred by physicians with same tax ID or practice address. Thus, only
6/134 might have been in non-self-referred situation. Even those might have been referred at the
suggestion of the cardiologists.

Thus, we see an examination where the only demand comes from self-referring practices. NO other
cardiology practices in the area ever order the test, which is available at an independent facility.
Other practices in the building are not really there — “affiliated.”

The second situation relates to PET scanning in the hands of a medical oncology group. Here, the
oncologists purchased a PET scanner before the CON threshold was eliminated. The oncologists had
previously referred their patients to the local hospital, which was leasing a mobile scanner once a week and
was planning to upgrade the service to PET/CT, at some additional cost. Prior to the oncologists obtaining
their own PET scanner, the hospital in question was performing between 200 and 250 scans per year
approximately 20 studies per month with the most during any single month possibly 30. This remained
relatively constant over at least 4 years. The oncologist's scanner became operational in July, 2006. Their
average monthly volume has been approximately 45 scans per month for a yearly total of approximately
540. The hospital's volume now averages 10 or less per month, just less than half of what they were
previously performing. This has put the hospital on uncertain footing as far as the ability to provide ANY
PET services in the future, let alone upgrade to PET/CT. The hospital’s commitment to the leasing
company provides PET scanning one day a week with a minimum guaranteed charge to the hospital of 3
patients per day. Most weeks they are fortunate to make their minimum and, at best, break even providing
the service. The hospital is one of the few still providing PET-only scanners (as opposed to the more up-
to-date PET/CT). The leasing company would like to phase out its PET-only scanners. Thus, it may not
provide PET-only beyond the current calendar year, leaving the hospital with no scanner at all. The leasing
company wants a 5 patient minimum to provide PET/CT. This would mean the hospital would definitely
lose money to provide the service and cannot be afford to do that. It would now certainly be irresponsible
and out of the question for the hospital to consider purchasing a PET/CT unit of its own. Thus, the
hospital may be forced to give up the service altogether and send area patients to an out of town facility.

Recently, a group of urologists acquired a CT scanner before the CON law changed. (Incidentally, they
obtained a 2-slice scanner, probably the only scanner in the state that is not four or more detectors.) As




reported above, private payers in Connecticut have resisted paying non-radiologists for advanced imaging.
Bowing to political pressure, last April one payer relented and gave them privileges. That payer reports an
immediate increase of referrals for CT by that practice of 20% - in the first month of the more liberal
policy. The payer says it will continue to monitor their utilization.

Historically, insurance companies and the business community have been opposed to CON laws, believing
that they restrict competition. Competition, they advocated, would lead to price declines. A significant
change in their attitudes was signaled by the recent testimony before the Public Health Committee of the
Connecticut legislature by the Connecticut Association of Health Plans and Anthem Blue Cross. The texts
of their testimonies are attached. See the highlighted sections which indicate that the in-office imaging is
increasing, is becoming onerous, and is not linked to need or quality of care. They make the point that
there are more machines in offices of physicians who “drive their patients to these units.”

Their testimony reflects their realization of the demand that is CREATED by the opportunity for increased
revenues on the parts of the referrers, and that these situations are, in fact, ANTI-competitive. Much as
Microsoft controlled the operating systems of computers and made it difficult to use third party software;
much as the oil trusts of the nineteenth century controlled both the supply and the demand for their product;
so do self-referring physicians control the “demand” for the product that they are “selling.” Advocates of
in-office imaging have likewise contended that radiologists want to restrict patient choice. Given the
unique aspects of the physician-patient relationship and the pressures it brings to bear on the vulnerable
patient, it is actually the self-referrers who are restricting the choices of the consumers.

So, what have we reported to you here and what relevance does it have for the proposed rules? We have
shown you that you are correct in your assessment of the distortions produced by self-referral of imaging.
We have given you some perspective on conditions in our state and among private payers that can limit the
opportunities to practice self-referral. We urge stringent restrictions on all the abuses of the loopholes
in the Stark laws that you have recognized and are increasingly being recognized around the country
(Ilinois, Maryland, Louisiana, Florida, Texas, California, etc).

There seem to be developing in Washington two distinct approaches to dealing with the cost of imaging.
With the DRA, and now with proposals in the House CHAMP bill, Congress has embarked upon a program
that would drastically reduce the reimbursement for providing the technical component to levels that may
be unworkable for many practices, especially those in rural Connecticut. If this legislation stands, it will
cripple an industry and stifle development in a branch of health care that has been a major contributor to the
well-being of Americans. As evidenced by the text of its proposed rules, the CMS approach prioritizes the
regulation of anti-competitive and abusive practices that artificially increase the cost of imaging.

CMS wrote:

At this time, we decline to issue a specific proposal for amending the in-office ancillary services exception.
Rather, we are soliciting comments as to whether changes are necessary and, if so, what changes should be
made. We are interested in receiving comments on: (1) Whether certain services should not qualify for the
exception (for example, any therapy services that are not provided on an incident to basis, and services that
are not needed at the time of the office visit in order to assist the physician in his or her diagnosis or plan
of treatment, or complex laboratory services); (2) whether and, if so, how we should make changes to our
definitions of same building and centralized building; (3) whether nonspecialist physicians should be able
to use the exception to refer patients for specialized services involving the use of equipment owned by the
nonspecialists; [[Page 38182]] and (4) any other restrictions on the ownership or investment in services
that would curtail program or patient abuse.

We applaud CMS for its insight and also prospectively in anticipation of decisive action, and recommend
the following (in descending order of preference):

1. That CMS reconsider and issue a specific proposal for amending the in-office ancillary services
exception. As the counterproductive aspects of self-referral have been recognized, measures taken to
curb it have been mostly indirect — i.e., dealing with privileging, curtailing the leasing relationships,
medical directorships, etc. While CMS did not propose that the exception for in-office imaging be




repealed, we believe what is really needed is, indeed, the removal of the exception for in-office
imaging, thereby obviating the need for the many indirect measures.

2. Recognizing that the complete removal of the in-office ancillary services exception may not be what
CMS wants to do now, we suggest that CMS remove the exception for certain advanced imaging
tests that were not prevalent in non-radiologist office settings at the time of passage of the Stark laws
and are rarely used for immediate evaluation of patients at the times of their initial evaluations. These
would include Computed Tomography, Magnetic Resonance Imaging, and Positron Emission
Tomography. These are not yet overly prevalent in non-radiologists’ offices, but have been shown to
be the fastest growing procedures in the office setting and the office growth has accounted for the
overwhelming preponderance of the growth of imaging. In addition, we are seeing interest by certain
specialist groups in purchasing radiation therapy units for their offices. These should be excluded
from any in-office ancillary services exception, as well,

3. That non-radiolegist physicians not be able to refer patients for imaging services involving the
use of the above advanced imaging equipment from which they (or their relatives) might profit
in any fashion - including, but not limited to arrangements involving ownership, as leasors or leasees,
or through professional services arrangements, such as medical directorships, etc.

4. That CMS ban sharing of equipment among different practices, ban markups of the technical
and professional components, and ban “under arrangement” relationships. Likewise, “under
arrangements” relationships are being discussed by non-radiologists as ways of profiting from imaging
without actually even having the units in their offices. These specialists use their power to bring
patients to hospitals and the threat of loss of referrals for imaging as leverage to induce the hospitals to
enter into these arrangements.

We thank CMS for the opportunity to present this information and for your consideration thereof.

Respectfully submitted,

William Glucksman, MD
Executive Directo President
Advanced Radiology Consultants, LLC Jefferson Radiology, P.C.
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PRIVILEGING BY SPECIALTY

JANUARY 2004

The privileging program is designed to improve quality by limiting coverage of imaging services to
those services provided in the most appropriate setting. The list below details the imaging CPT codes
that physicians other than radiologists can perform in their office.

Note: The privileging program applies to all seftings, including inpatient.
*These procedures require pre-certification.
*** Any studies beyond three require pre-certification.

PHYSICIAN TYPE CPT CODES DESCRIPTION
Primary Care Physicians: 71010-71030 Chest imaging
Internal Med., Family Practice | 76075,76076 DEXA studies, bone densxtometry
Cardiologists 71010-71030 Chest imaging
78464*  78465*, 78469* Tomographic SPECT studies
78472%, 78473* Cardiac blood pool imaging
Wall motion study

_| 78478*

P

Cardiologists — Pediatric only

TO825%** 76826 ***, T682T***,

76828***

Echocardiography, fetal

Spine imaging

Chiropractors 72010, 72040, 72069, 72070,
72080, 72100
' Endocrinologists 76075, 76076 DEXA studies, bone densitometry
76942 Ultrasonic guidance for needle
biopsy
76536 (AACE Accredited Thyroid ultrasound
Endocrinologists only)
Gastroenterologists 76975* Endoscopic ultrasound
General Surgeons: AIUM- 76942 Ultrasonic guidance for needle
accredited biopsy
General Surgeons, 75940 Percutaneous placement of IVC
Vascular Surgeons, filter, radiological supervision &
Cardio-Vascular Surgeons interpretation
75952 Endovascular repair of infrarenal
abdominal aortic aneurysm
75953 Placement of proximal or distal
extension prosthesis for
endovascular repair
Hand Surgeons 76000 Fluoroscopy
73100-73140 Upper extremity imaging
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‘___________’

Maternal and Fetal Medicine 76075, 76076 DEXA studies, bone densitometry
. Neonatal Périnatal Medicine 76083 Digitization of radiographic images

76092 Screening mammography

T6801***-76828*** Ultrasounds-pelvis

76830, 76856, 76857 Ultrasounds-pelvis

76930, 76941, 76942, 76945, Ultrasonic guidance

76946, 76948 Ultrasonic guidance

Ob/Gyns 76075, 76076 DEXA studies, bone densitometry

76083 Digitization of radiographic images

76092 Screening Mammography

T6815*** T6816***, 76817***, Ultrasounds-pelvis

76830, 76831, 76856, 76857 Ultrasounds-pelvis

76930, 76941, 76945, 76946 Ultrasonic guidance

Ob/Gyns 76801*** 76802***, 76805***, Ultrasounds-pelvis
ATUM/ACR Accredited 76810***, 7681 1%**, TORI2¥**, '

76818*** 76819*** 76825%**,

76826*** 76827*** 76828***

Oral Surgeons 70100, 70110, 70140, 70150 Mandible and facial bone imaging

70300, 70310, 70320 Teeth imaging

70328, 70330 TMIJ imaging

70350 Cephalogram, orthodontic

70355 Orthopantogram

Orthopedists 71100-71111 Radiologic examination, ribs

71120-71130 Radiologic examination, sternum

72010-72120,72170, 72190, Spine and Pelvis imaging

72200-72220 Imaging- Upper and lower

73000-73140, 73500-73660 extremities

76000, 76003, 76005 Fluoroscopies

76006 ‘Radiologic examination, any joint

76040 Bone length studies

76066 Joint survey

Pain Specialists (physiatrists,

anesthesiologists, neurologists, | 76000 Fluoroscopy (separate procedure),

and neurosurgeons) up to one hour physician time, other
than 71023 or 71024 (eg, cardiac
fluoroscopy)

76005 Fluoroscopic guidance and
localization of needle or catheter tip
for spine paraspinous diagnostic or
therapeutic injection procedures
including neurolytic agent

: destruction
Pediatricians 71010-71030 Chest imaging
Podiatrists 73620, 73630, 73650, 73660 Lower extremity imaging
Pulmonologists 71010-71030 Chest Imaging
Radiation Oncologists 76370 Computerized tomography
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76873

76950

76965

guidance

Prostate volume study for
brachytherapy treatment planning
Ultrasonic guidance for placement
of radiation therapy fields
Ultrasonic guidance for interstitial
radioelement application

Reproductive Endocrinologists

76075, 76076

76083

76092

T6801***_76828***
76830-76857

76930, 76941, 76945,76946
76948

DEXA studies, bone densitometry
Digitization of radiographic images
Screening Mammography
Ultrasounds-pelvis
Ultrasounds-pelvis

Ultrasonic guidance

Ultrasonic guidance for aspiration
of ova, imaging supervision and
interpretation

Rheumatologists 72010-72120,72170, 72190, Spine and pelvis imaging
72200-72220 Imaging- Upper and lower
73000-73140, 73500-73660 extremities
76000, 76003 Fluoroscopies
76040, 76066 Bone length studies, joint survey
76075,76076 DEXA studies, bone densitometry
Urologists 76870, 76872 Ultrasounds — echography,

76942

genitalia, bladder
Ultrasonic guidance for needle

biopsy
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The Effect of Imaging Guidelines on
the Number and Quality of
Outpatient Radiographic
Examinations |

Harold Moskowitz ! 2
Jonathan Sunshine?
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December 8, 1999,

"Mageilan Specialty Health, Windsor, CT 06095.

Yniversity of C School of Medicine,
Farmington, CT. Address correspond to H. Mosk

OBJECTIVE. A significant percentage of outpatient diagnostic radiology is performed by
nonradiologists. Studies have shown nonradiologists have higher utilization and cost, as well as
quality problems. We sought to determine if, in a managed care environment, a set of guide-
lines limiting imaging privileges of nonradiologist physicians could decrease imaging costs
while ensuring that equipment and personnel providing imaging were of the highest quality.

MATERIALS AND METHODS. We determined the number and type of radiographic
imaging studies performed the year afer these guidelines were set in place (1997) and com-
pared these findings with those of the year before the guidelines were established (1995) and
with preguideline trends. We established quality criteria and, based thereon, inspected imag-
ing offices.

RESULTS. The number of radiographic examinations per 1000 enrolices decreased 20-
25% from the previous trend. Nonradiologists® share of the total fell from 39% to [5%. No
deficiencies were found in the inspection of five radiologists’ offices, whereas significant defi-
ciencies of equipment, equipment maiatenance, or documentation of the examinations
performed were found in 78% of nonradiologists’ offices. None of the quality indicators mon-
itored by the health plan showed significant change.

CONCLUSION. Specific guidelines can cffect change in the location and number of ra-
diologic examinations performed, with an improvement in the quality of the studies and a de-
crease in radiation dose and cost. No decline in quality of care appears to result, despite claims

14 Arfen Way, West Hartford, CT 06117,

3Research Depactment, American College of Radiofogy,
Raston, VA 20191,

4CIGNA HeatthCare of Connecticut, Bloombeld, CT 06002.
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by opponents to such changes that widespread serious quality impairment would occur.

he portion of society’s resources
devoted to health care has been

- the subject of significant debate in
the United States for decades. In 1965, the
United States devoted 5.9% of its gross na-
tional product to health expenditures. By
1995, this figure had risen to approximately
14%, and this increase had a significant im-
pact on employers and the government. If
cumrent projections hold, it is estimated that
expenditures will double to $2.3 trillion
(United State dollars) or approximately 17%
of the gross national product by 2007 [1).
Methods of curbing this significant increase
have been sought, and the results have
changed the face of American medicine. The
rapid emergence of managed care as a major-
ity health insurer for Americans has been her-
alded as the reason for some of the recent
slowdown in the rise of health care costs.
Managed care claims credit for eliminating

many of the excesses of the system. However,
with the increasing age of our population and
their health care needs as well as the contin-
ued development of new technology, health
care costs now seem to be-once again increas-
ing at a rate higher than current inflation. Al-
though managed care bas helped the system
curtail costs, there have been negative.effects
related to physician choice, accessibility, and
the accountability of health plans. Various
techniques to decrease health care costs have
becn developed. One is to decrease the bene-
fits to which a patient is entitled; another, to
decrease the payment for each unit of service.
Yet another technique is to institute a utiliza-
tion management program, with the expecta-
tion of eliminating unneccessary services.
Diagnostic radiology services constitute a
significant portion of both inpatient and outpa-
tient costs. It has been estimated that radiology
services use approximately 8% of the health



__—__

care dollar paid to physicians. Many studies
have shown that approximately 50% of non-
hospital radiology services are performed in 2
nonradiologist’s offices [2-4] and that nonradi-
ologic physicians who have an X-ray machine
in their office perform as many as four to five
times as many examinations per patient as phy-
sicians in the same specialties seeing patients
with the same problems but who refer their pa-
tients to radiologists for imaging. {5-7}. Other
studics have suggested that many radiologic
examinations pecformed in nonradiologists’ of-
fices are of poor diagnostic quality and are in-
terpreted incomrecdy {8-11).

Materials and Methods

A large health maintenance organization in the
northeastern United States decided 1o establish an
effective radiology utilization program based on
several objectives. The organization’s goals were to

duce utilization of imaging tests that were noncon-
tributory to patient treatment and that thus were in-
appropaiate and, at the same time, o deliver the most
cost-cffective, high-quality imaging product The
health maintenance organization wanted to address
the problems of volume, cost, and quality and to en-
sure that the cquipmeni and persoanel producing
and interpreting a radiographic or imaging study
were of the highest quality.

The health plan established a radiology advisory
committee that consisted of physicians drawn from
various academic and community practices through-
out the state. The advisory commiitice is a multispe-
cialty commitice consisting of radiologists, a surgeon,
an internist, a primary care physician, an orthopedic
surgeon, an obstetrician or a gynecologist, and the
nedical director of the health plan. These physicians
were chosen on the basis of board certification in their
field, volume of practice, volume of radiographic ex-
amninations performied, and, in some cases, individual
physician experience. This commitice eventually es-
imaging studics in their office practice. Imaging stud-
ics that could be performed by nonradiologists were
carefully delineated on the basis of cach physician’s
specialty and demnonstrated expertise.

These expertise- and relevance-based guidelines lim-
tted the amount of imaging perminted 10 be performed
by nonradiologists. The gutdduxs removed all imaging
privileges from gas | surgoons,
nephrologists, wwnseons. awo!ogm pediatric
surgeons, and phystatrists. Cardiologists were limited to
pexforming chest radiography, echocardiography, and
nuclear cardiology, and pulmonologists could perfortn
only chest radiography. The caly imaging an obstetsi-
cian—gynecologist could perfoom was obstetric and
gymecologic sonography, breast sonography was spe-
cifically excluded. If an obstetrician’s office obuined
United States Food and Drug Administration (FDA ) ap-
proval for mammography, only the technical compo-
nent of a screening mammogram would be paid by the
health maintenance organization. The images had w0 be
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sent to a radiologist for interpretation. Orthopedic sur-
geons were permitted o perform conventional orthope-
dic radiography but were excluded from performing
and interpreting all CT and MR procedures. Otolaryn-
gologists were permitted to obtain conventional radio-
graphs of the sinuses and nasal bones, but soft-tissue
radiographs of the neck and cervical spine were -
cluded. Podiatrists could perform and bill anly for radi-
ography of the foot, and theumatologists could perform
only extremity radiography; they were excluded from
performing spme radiographiy.

Primary care physicians, including family practitio-
ners, intemnists, and pediatricians, were permitted o
obtain oaly chest, rib, and extremity radiographs and
were paid onfy for the technical component. It was re-
quired that these images be interpreted by s radiologist
who would then bill for e professional component.

The second aspect of the program was to evaluste
and casure the techaical quality of the imaging per-
formed A technology assessmemt questionnaire
(Fig. 1) was sent to all providers who requested im-
aging privileges. This questionnaire required details
of many aspects of the imaging being practiced, in-
cluding a description of the imaging equipment
present in the office, its year of manufacture, its ser-
vice records, and a physicist’s evaluation of the radi-

alogy equipment including its output and radiation
dose to a patient. The questionnaire inquired about
the availabitity of quality assurance programs (e.g.,
whether demographic labeling of a radiograph was
performed routinely and whether there was a writtea
radiology report for each imaging examination per-
formed). Another requirement was that only h-
censed technologists could perform cadiography.
Paticat safety programs—for example, whether a
patient was questioned regarding pregnancy status—
had to be in place. The health plan required that
practices performing mammography have FDA ap-
proval. Physicisns who wished w0 perform sono-
graphic examinations had to be accredited by the
American Institute of Ultrasound in Medicine, the
American College of Radiology, or, in the case of
vascular sonography, by the Intersocietal Commis-
sion for Accreditation of Vascular Laboratories.
Four bundred fifty-two questionmaires were dis-
tributed and 411 completed questionnaires were re-
turned to our office for a retun rate of 91%. We then
inspected a representative group of radiology of-
fices, and we attempted to inspect approximately
25% (100) of the nonradiology offices at which im-
aging studies were perforined. Because of various
scheduling problems we could inspect only 92 of

PROVIDER INFORMATION

Please type or print information.
Legal Practice Name:

Please complete this form for cach practice location that provides diagnostic imaging services
and one Assessment Checklist for each equipment location.

Tax ID Number:

Group Practi

Imagiog Site
Site Name /D.B.A:
Address: . Suite:
Phone: Fax:
Equipment Only Billing and Equipscat
Billing Site
Site Name/DB.A.:
Address: Sulee:
City, Stase, Zip code:
Phone: Fax
Bilting Ouly Billing and Equipment Billing Service
lmagiag Site Dexmographics
What & your patieut vohame for di S th?
mummnupnuwhnefwhpmhmwmcm
Office Manag,
Chief Technologi
Dy Prepared by:

Fig. 1.—Form shows second page of technology assessment questionnaire. This questionnaire requires provider
torespond to questions regarding imaging equipment, personnel, and quality assurance programs in each office.

DBA = doing business as.
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Imaging Guidelines for Qutpatient Radiographic Examinations

these 100 offices. The 100 offices selected for in-
spection were those at which the highest aumber of
imaging studies were performed per month. They
were inspected by registered radiology technologists
who used a checklist to evaluate each specific facet
of the inspection and were required to complete a
questionnaire about cach office. Evaluation of pa-
rameters such as quality of the imaging study, stor-
age sad handling of films, patient demographic
information on the film (patient name, age, date of
examination), and the presence of a report on each
tmaging study was part of the inspection performed
by the technologist (Fig. 2).

Only outpatient radiologic examinations were stud-
“ted in our rescarch. This article addresses only radiog-
raphy, essentially the only technique aside from
sonography that noaradiologists perform in large vol-
ume. CT, MR imaging, sonography, and nuclear medi-
cine studics were specifically excluded. We recognize
the importance of these studics on radiology expendi-
tures and their place tn the changing patterns of imag-
ing cxaminations used to work up specific disease
entitics; they are presently being studiod and will be

the subject of 2 scparate analysis. Outpatienit examina-
tions were included in our study regardless of whether
they were performed in a private office, imaging cen-
tet, multispecialty clinic, or hospital. Data were gath-
erod from billing satistics. Each procedure is
identified by a specific Cizrent Pracedheral Terminol-
ogy code [12] and there had 0 be an appropriate fnter-
national Classification of Diseases indication [13} for
the study. Also, the name of the referring physician as
well as that of the physician performing the study and
both physicians’ specialty were noted. Data were ob-
tainod fom the HCFA-1500 (Health Care Financing
Administration) claim form that was sent to our office
for payment of the imaging study.

Our analysis was based on the number of exami-
nations per 1000 enrollees. Because the heaith plan
was growing and the number of enrollees rose dur-
ing our study years, comparisons of simple counts
would not be valid.
~ The heatth plan’s data for the calendar year be-
fore we assumed responsibility for managing radio-
logic studies (1995) were compared with data for the
calendar year after our program had been put into ef-
fect (1997). (We assumed respousibility for the
bealth plan in 1996.) This gave us detsiled data be-
fore our initiation of this program and a complete
year's data following, thus avoiding start-up prob-
lems. Comparison of the ewollees on the basis of
age and sex was undertaken. There was oo signifi-
cant change in the age or sex distribution of the pa-
tient population between study yemrs. This was
important to study because the number of enrolices
rose from 125,000 to 162,000. A change in age or
sex distribution of the population could affect radio-
logy utilization. For 1993 and 1994, we had limited
acoess o data that included only the total number of
examinations performed and the number of exami-
nations per 1000 curollees. We used these 1993 and
1994 dsta 10 estimate the utilization trends that
would have been expected to continue if our pro-
gram had not been instituted.
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RADIOLOGY INSPECTION CHECK LIST
PHYSICIAN NAME: GROUP NAME:
ADDRESS: COUNTY:
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T Taspecicd withia the past twelve (13) moatha?
A X 'MENT:
s) Date:
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3) Date:
By:
Physicist
Service Engincer
i Ocher (please specity)
) Deficiencies correcied within the past twelve (12) months?
 NUCLEAR IMAGING EQUIFMENT (Doss Calibeainn)
a) Date: j
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Fig. 2.—Form shows page one of three-page inspection document. This document details inspectors’ findings
regarding equipment service records, patient safety, image quality, snd reporting methods. N/A = not applicable,

0SHA = Occupational Safety and Health Administration.

Resufts

Initially, there was considerable unhappi-
ness created by the restriction of physician
privileges. Many physician groups insisted
that the guidelines would negatively impact
their ability to care for paticnts. After the first
scveral months, it became apparent that these
guidelines had not caused significant hard-
ship, and most complaints subsided. All qual-
ity-of-care measures charted by the health
plan, including those mandated by accredita-
tion from the National Committee for Quality
Assurarice and those required by the Health
Care Financing Administration, were un-
changed by the institution of our guidelines.
Specifically, there was no significant change
in the per enrollee number of hospital days, in
emergency department visits, or in quality-of-
care complaints by members. In areas such as
matemity care management, diabetic care,

asthma care management, and all other spe-
cific clinical care practices monitored by the
health plan, no significant changes occumred.
fn 1993, 22,350 radiographic examina-
tions were performed, which is a rate of 226
examinations per 1000 enrolices. In 1994,
30,071 examinations were performed, which
is a rate of 257 per 1000. [n 1995, of 34,436
radiographic examinations were performed,
for a rate of 269 per 1000. In that year,
20,906 examinations, or 163 per 1000, were
performed by radiologists and 13,530 (39%
of the total), or 105 per 1000, were pec-
formed by nonradiologists. In 1997, 38,912
radiographic examinations were performed,
for a rate of 253 per 1000. Of the examina-
tions in 1997, 32,970 or 214 per 1000 were
performed by radiologists and only 5942
(15%) or 39 per 1000 were performed by
nonradiologists. If we directly compare the

u



1995 data with the 1997 data, a 6% decrease
in the number of radiologic examinations per
1000 cxaminations performed is revealed; a
31% increase in the number of examinations
per 1000 enrollees performed by radiologists
and a 63% decrease in those performed by
nonradiologists arc also revealed.

Another comparison reveals that -in the
years preceding the institution of this plan,
radiology services per 1000 cnrollees in-
creased approximately 5-10% per year. In
1997, the number of madiographs per 1000
decreased by approximately 20-25% from
the number expected if the trend had contin-
ued (Fig. 3).

For each anatomic arca, a marked increase
in the percentage of imaging examinations

performed by radiologists and 2 marked de-

crease in that of imaging examinations per-
formed by nonmadiologists were also
revealed. For example, 96 per 1000 chest ra-
diographs were obtained in 1995, 29% of
which were obtained by nonradiologists. In
1997, 104 per 1000 chest radiographs were
obtained, with 15% obtained by nonradiolo-
gists. These findings indicate a 29% increase
in chest radiographs per 1000 obtained by ra-
diologists and a 43% decrease in those ob-
tained by nonradiologists. Even larger
changes occurred in examinations of the lum-
bar spine. In 1995, 10.4 per 1000 examina-
tions were performed, 35% of which were
performed by nonradiologists. In 1997, 9.6
per 1000 examinations of the lumbar spine
were performed with only 5% performed by
nonradiologists. Overall, a decrease in spine
examinations of 7% per 1000 was seen; a
35% increase in spine cxaminations per-
formed by radiologists and an §6% decrease
in those performed by nonradiologists oc-
curred. Similarly, of extremity examinations,
11.1 per 1000 wrist examinations were per-
formed in 1995. Of these, 46% were per-
formed by nonradiologists. In 1997, 7.9 per
1000 were performed, only 9% of which
were performed by nonradiologists. Overall,
2 29% decrease in the number of wrist exam-
inations performed per 1000, with a 20% in-
creasc in those performed by a radiologist
and an 87% decrease in those performed by
nonradiologists (Table I).

Our technical assessment questionnaire and
the follow-up inspection also revealed impor-
tant findings. Although we examined only five
adiology offices, no significant deficiencies
were encountered in any of these offices. We
then made the assumption that continuing to
inspect radiology offices would not be benefi-

Moskowitz et al.
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Fig. 3—Graph shows radiographs

Joo r -

- per 1000 encofiees. Once plan was
instituted, total {sofd fkine) de-
creased 20-25% below previous
trend (dashed line) snd 6% in abso-
lute terms below preplan year. Area
with diagonal lines = radiographs
obtained by nonradiologists, gray
area = radiographs obtained by radi-
ologists.

A A
1t 1994 1995

cial because they routinely had their equip-
ment inspected, issued 2 report on ecach
imaging study, and had appropriate patient de-
mographic information on cach radiography
report and on cach image. They also routinely
used technologists to perform the radiographic
cxaminations, and all offices had a yuality as-
surance program in place.

Of the 92 nonradiologist offices inspected,
10% had not had their equipment inspected
within the previous 12 months. Nine percent of
the offices that had deficiencies identified by ei-
ther a physicist or service personnel had not cor-
rected the deficiencies at the time of the survey.
Sixteen percent of the offices did not have the
images identified using right-sided or left-sided
markers. Sixty-two percent of the offices in-
spected did not issuc a formal radiology report
of the imaging procedure performed; a note was

‘made in the chart czyptically stating that a radio-

graph was cither positive or negative, but no for-
mal report was available. This seriously limited
audit and quality assurance initiatives.

After tabulation of the deficiencies identi-
fied on our inspection, a certified letter was
sent to cach office requiring that the deficien-
cics be comrected within 90 days. We re-
quired -that quality assurance programs be
instituted if they were not in place and that
all imaging studies have a formal report, ¢i-
ther legibly handwritten or typed, and placed
in the patient’s chart. Of the 92 nonradioto-
gist offices inspected, 72 offices, or 78%, had
a significant deficiency identified. (f the ab-
sence of a report is excluded as a criterion,
32% of the offices had serious deficiencics.

Discussion
There is an exteasive literature showing
that nonradiologist physicians who have a fi-

nancial interest in the diagnostic imaging of
their patients order more imaging than col-
leagues in the same specialty who do not
have this type of financial interest {3, 5-7,
14-16]. This finding holds ccgardless of
whether the nonradiologist has a financial
interest in an outside imaging facility to
which he or she refers patients or the finan-
cial interest consists of imaging that the
nonradiologist performs in his or her own
office. The finding also holds regardless of
whether data ace compared on the basis of
the patient’s presenting complaint or the
data are an aggregate for all patients seen by
a physician. Similar findings also hold for
other ancillary services, such as physical
therapy {17].

Given the ubiquity of this finding and the
large differences in imaging frequency typi-
cally obscrved, the usual conclusion has
been that financial self-interest is an impor-
tant cause of the higher imaging utilization
of self-referrers. However, because almost
all studics are comparisons of two different
sets of physicians, rather than comparisoas
of one set of physicians under two different
financial incentives, other explanations are
possible. For example, it is possible that phy-
sicians whose practice style includes much
more imaging (pethaps because they are less
inclined to rely on history and physical ex-
amination than colleagues) acquirc imaging
equipment because they naturally use it

Our study is onc of few that directly tests
the role of financial incentives. Our plan
halted reimbursement to nonradiologists for
some forms of imaging but left them entirely
free to refer their patients to radiologists if
they belicved the imaging they had been con-
ducting on their paticnts was needed.
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We found this change produced a decline in
imaging of 20-25% from what would have
been expected given the previous trend of im-
aging growth, and an absolute decline of 6%.

Before the institution of our plan, nonradi-
ologists had been performing 39% of outpa-
tient radiographs. The 20-25% decline from
the trend that we observed was roughly half
this 39% initial share. Thus, our rescarch
shows that approximately half the imaging
performed by self-referrers disappeared when
they lost their financial self-interest in it.

This estimate—that eliminating financial
incentives decreases half the imaging self-re-
ferrers order—coincides remarkably well with
the most relevant data comparing two different
groups of physicians. An analysis of Medicare
claims data from all nonradiologist physicians
in Florida by the United States General Ac-
counting Office reveals that nonradiologists
who obtained radiographs of their own pa-
tients performed twice as many radiographic
cxaminations per 1000 patient office visits as
did physicians who referred their patients to
outside offices for radiography [6).

However, results were generally different in
the three published studies that, like our research,
investigated how physician orders for radiologic
studies changed when financial incentives
changed. Hemenway et al. (18] reported that
when the compensation of primary care physi-
cians at a chain of for-profit ambulatory care
clinics was changed from a flat hourly wage to
include a bonus related to revenues generated,
the number of radiographs per patient visit in-
creased 16% and the number of laboratory tests
per visit increased 23%. The authors note that
these findings secm like relatively small changes
and speculate that the relatively small response
may reflect the structure of the bonus system,
which provided only a relatively weak financial
incentive. Hillman et al. [19] reported that a peo-
gram somewhat like ours, which generally ter-
minated payment to nonradiologists for the
professional component of imaging services but
left nonradiologists free to collect payment for
the technical component, resulted in a 41% in-
crease in the number of imaging claims payable
and a 12% increase in imaging costs in localities
in which the insurer instituting the program had
a relatively large market share. In contrast, in ar-
cas in which the tnsurer had a small market
share, no dramatic changes were seen. It seems
possible that if payments from the insurer were a
major source of revenues for physicians, physi-
cians noted the new policy and were manipulat-
ing the system to maintain their incomes.
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Kangardoo {20] reported on the effect of a pro-
gram somewhat like ours that was introduced
into the employee health benefit coverage of 2
large Florida firm that had been experiencing
25% annual increases in total costs for diagnos-
tic imaging. In the first year of the program, the
number of radiographs per 1000 covered per-
sons was 419, a 9% decline from the previous
year’s level. This seerns roughly similar to our
finding of a 20-25% decrease from the health
plan’s previous trend, given that there had been a
rapid increase in total imaging costs. However,
because Kangarloo did not quantify the previous
trend in the number of radiographs, only a rough
comparison is possible. Qbviously, more data
than those of the three previous studies plus our
study are required to make generalized conclu-

sions about nonradiologists® responses to

changes in financial incentives for imaging.

The widely reported finding that self-re-
ferrers do more imaging than radiologist re-
fecrers casts doubt on the necessity and
approprateness of the large number of radio-
graphs self-referrers obtain. Our finding that
many of these radiographs are not obtained,
rather than shift to radiologists, when finan-
cial incentives change is further evidence of
their questionable necessity. To be fair, how-
ever, we should note that advocates of in-of-
fice self-referral argue that the inconvenience
of sending patients outside the office for im-
aging and then waiting for results causes
physicians to omit imaging examinations
that would be useful for patient treatment.

However, we could not find any quality-
of-care parameters required by accrediting
agencies or monitored by the health plan that
were altered by our program. There seems to
be no measured adverse health effect when
sclf-referral is terminated. The quality pa-
rameters monitored may not be particularly
sensitive to minor changes in population
health, but opponents to programs like ours
tend to predict that these programs will pro-
duce widespread and severe deterioration in
the quality of care. Even somewhat insensi-
tive indicators should detect such changes.

The most dramatic effect of our program
was the decline in the number of radiographs

-obtained by nonradiologists: it fell from 39%

of the total before the program was iastituted
to 15% after it began.

The resulting shift of examinations to a
radiologist’s officc means that more exami-
nations are now performed using modem
equipment with low-dose screens, resulting
in a reduction in dose per examination and

an overall decrease in radiation exposure for
the patient. Quality, too, was enhanced; s
noted, we found many quality deficiencies in
nonradiologists’ offices. Although some defi-
ciencies, such as formal reports for each ex-
amination, may not have a direct impact on
patient care, deficiencies such as failure to
have equipment inspected, increased dose
per examination, or failure to correct a defi-
ciency that had beea ideatified by a physicist
are clinically serious. The lack of adequate
iabeling of a radiograph could also have seri-
ous and tragic consequences.

In addition, we believe our inspection pro-
gram resulted in improvement in the perfor-
mance of the imaging that still oocurred in a
nonradiologist’s facility. The program set stan-
dards for equipment located in a clinician’s of-
fice and also ensured that a technologist
obtained the radiograph. Quality assurance pro-
grams were initiated and deficiencies were cor-
rected Many offices, faced with increased
surveillance and costs, decided to abandon per-
forming radiology examinations. We know that
132 offices have stopped billing the plan for im-
aging procedures; whether they continue to ob-
tain radiographs and bill other camriers or have
ceased imaging is something we do not know.

Like all research, our study has limitations.
Data on 1993-1997 trends in the utilization of
imaging among health plans not affected by
our program would have been useful to show
that the trends that were seen in 1993-1995
continued, as we have assumed. The long-term
effects of our program can be shown only by
data from 1998 and subsequent years, which
are not yet available. Quite possibly, utilization
may start rising again; historically, the usc of
health services has grown over time. However,
if utilization does start rising, it will start from a
level 20-25% below that had we not inter-
vened. Also, cffects of our program on other
imaging techniques, such as sonography (for
which we required accreditation), are presum-
ably important, and there may be spillover ef-
fects between radiography and other imaging
techniques. As far as we could determine, there
was no significant out-of-network utilization of
radiology services during the study. Because
the health plan is a restrictive health mainte-
nance organization, with a specific pancl of
providers, there is a small possibility that an oc-
casional patient may have been referred to im-
aging facilities not associated with the health
plan. These studies would not have been paid
for by the health maintenance organization, a
significant disincentive for this to occur.

AJR:175, July 2000
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In conclusion, our study shows that a pro-
gram that limits imaging studies to appropti-
ate physicians can decrease cost and improve
quality. We reduced the number of radio-
graphic examinations performed by 20-25%
from the preceding trend without significantly
interfering with the health care of subscribers.
Before our study, approximately 40% of ra-
diographs were obtained by nonradiologists;
this decreased to 15%, representing a dra-
matic reduction. One can infer that many of
the procedures previously performed in non-
radiologists’ offices were not necessary. [s-
sues of radiography equipment maintenance,
patient safety, and reporting were addressed
by inspecting offices that performed imaging.
Scventy-cight percent of the nonradiologists”
offices had significant deficiencies that we re-
quired to be subsequently corrected. Our pro-
gram decreased cost and radiation burden.
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Anthem. ¥

Statement
Of
Anthem Blue Cross and Blue Shield
On
SB1298 An Act Concerning Health Insurance Coverage For Outpatient Imaging Servnces

Good moming Senator Crisco, Representative O'Connor and members of the Insurance
Committee, my name is Christine Cappiello and | am the Director of Government Relations for -
Anthem Blue Cross and Blue Shield in Connecticut. |1 am here today to speak against SB 1298
An Act Conceming Health Insurance Coverage For Outpatient Imaging Services.

Anthem Blue Cross and Blue Shield oppose SB 1298 because this legislation is unnecessary and
potentially harmful to our members and your constituents. Since 2001, Anthem BCBS has seen a
dramatic increase of 15% a year in the utilization around “Advanced Imaging”, which are
Computerized Tomography (CTScans), MRIs, Positron Emission Tomography (PETScans) and
Nuclear Cardiology (Echo Cardiograms). In fact, “Advanced Imaging" costs us 58% of the total
costs for imaging services in CT, but is less than 1% of all imaging in CT.

When we saw this frend, we became very alarmed. We were alarmed because we were fearful that
this increase meant that our members are being given these imaging services needlessly and
excessively. After researching this reason upward spike, we have attributed to specific reasons.
The first reason that we discovered attributed to this spike is a result of physicians practicing
defensive medicine. In today’s world of medical malpractice, physicians are beginning to order
unnecessary tests, for instance MRIs when X-rays would be sufficient, because they are
concerned that they will be found negligent in the event that their patient files a claim of medial
malpractice. Nationally, studies show that on average, that 4.8% of all the members of g health
plan have had a one or more CT scans. Thatis an astounding number. "Wi/

The seoond reason is one of supply and demand. General Electric, the largest suppller of MRI

I vmg them Physnc:ans are buying CTscans PETscans and MRls machmes ang :
i 'ng their patients to these units. It is important to remernber in CT, any licensed physician can j
dave any of these machines in their offices and administer the tests, not just radiologists. ;

hat supply and demand has also occurred on the hospital side. In CT, 60% or more of our
ospitals have MRIs and 70% to 79% have CT scans. The bottom line is that hospitals need to



ive people in those machines to cover the cost of having and maintaining those mgehgi‘?\%?im'_
s been our experience that it is not always done with the patient's medical need-f.ggind. ’

For all these reasons, we believed it was important to put some clinical measures, like prior
authorization, in place to fulfill our obligation to the member and the purchaser of health care. We

believe it is essential to ensure access to diagnostic imaging when it is clinically indicated. At the
same time, consumers need to understand that the newest, most expensive technology is not
always necessary and in many cases will not improve the quality or results of their care. Further,
we believe that physicians need to reaffirm their commitment to evidence-based medicine and

evaluate whether an additional diagnostic test will change their treatment plans before ordering the
test. Finally, hospitals and other providers should refrain from engaging in a “medical arms race,”
where every facility wants to have every technology even if doing so will create substantial excess

capacity.

Anthem Blue Cross and Blue Shield also believes it is important that we leverage information on
how and where costs and utilization are rising and share it in partnership with providers to ensure

access to services while reducing unnecessary utilization.

Prior authorization on these services is an essential tool in ensuring that all these things occur.
Therefore, Anthem Blue Cross and Blue Shield respectfully oppose this legislation and | would be
happy to answer any questions that you might have.

I am also attaching a réport from the Medicare Payment Advisory Commission’s report to Congress
which cites the increase new technology, including imaging services.



Quality is Our Bottom Line

The Connecticut Association of Health Plans -
Testimony Before The
Insurance and Real Estate Committee
March 15, 2005

Regarding

SB 1298, AAC Health Insurance Coverage for Outpatient Imaging Services

The Connecticut Association of Health Plans strongly urges rejection of SB 1298, because it is,
in all honesty, grossly out of touch with the current realities of health care economics.
Outpatient imaging is one of the two fastest growing areas of medical expense for many health
plans, due in large measure to the enormous investments made by institutions and physician
entrepreneurs in imaging equipment. We have excellent data which show that there is a direct
correlation between the availability of particular imaging techniques and their utilization — in
other words, the high-tech imaging techniques listed in this bill, are consistently ordered when
they're available, regardless of whether there is a less expensive imaging option available.

5 ely; in imagiiig, utilization follows the capital investrient rather than medical
necessity, and prohibiting requirements that members request approval for these services
eliminates the only real tool that exists to manage imaging costs.

Please reject SB 1298. It would be very, very costly for members.

280 Trumbull Sereet | 25th Floor | Hardford, CT 06103-3597 | 860.275.8372 | Fax 860.541.4923 | www.ctzhp.com
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Center for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-P

P.O. Box 8018

Baltimore, MD 21244-8018

Dr. Romano,

I am writing this letter in support of your recently proposed Medicare regulations. I am
currently employed with a privately owned and operated laser rental company that does
not offer ownership to physicians. [ am currently in a leadership role as a Regional
Manager. [ have worked for the last five years exposing and providing training for
physicians on new technology and new surgical techniques that will enhance their
practices and deliver a higher quality of care to the patients.

As the market for the use of lasers in medicine has grown, there have been businesses
established that offer ownership to the end user, in our case the physician, creating what
we believe to be an anti-competitive business environment. We welcome friendly
competition in our business when decisions that are being made by the customer are
based on availability of technology, service levels and marketing efforts. We have
experienced that when a business model compensates the end user for increased usage of
a service without personally incurring cost for the service, several unhealthy behaviors
may happen as a result. The results are unhealthy for our business but more importantly
for the patient and the healthcare system. The behaviors that may occur that are of most
concern are listed below:

e Over-utilization of services driving increased insurance claims. .
e Steerage of business from one location to another or threatening to do so based on

increased compensation for the end user. This eliminates the hospital’s ability to

choose their business partners based on quality of technology, service and

competitive pricing.
o Utilization of antiquated or lesser technology to contain cost and keep

profitability of the company delivering the services as high as possible. The

patient will not be receiving the best possible procedure.

I understand the physician’s desire to maximize their earning potential but it should not
continue in the form of the physician owned LLC delivering technology services on a per
case basis. If additional revenue opportunities are needed to drive the behavior of the
physicians to do what is right for the patients and healthcare, it should be done in the
format of direct reimbursement for professional services.

Regards,

atrick Filipovitz

Regional Manager
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August 29, 2007

Herb B. Kuhn, Deputy Administrator (Acting)
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-P

Mail Stop: C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

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

Dear Mr. Kuhn:

On behalf of Clearwater Cardiovascular and Interventional Consultants (CCIC) and
our 20 individual practicing cardiologists, we appreciate the opportunity to submit
comments to the Centers for Medicare & Medicaid Services (“CMS”) regarding the
“Resource-Based PE RVU’s” section of the above referenced July 2, 2007 Proposed
Rule. We are specifically concerned with the 2008-2010 PE RVU'’s established for non-
facility outpatient cardiac catheterization procedure codes and the significant negative
impact that could result for our practice and our patients if these values are finalized for the
2008 Physicians Fee Schedule.

CCIC is a 20 physician cardiovascular medicine practice located in Clearwater, FL.
CCIC operates one outpatient cath lab as an integral part of its practice. The CCIC lab
performs approximately 1,400 diagnostic cardiac catheterizations and approximately 150
vascular interventional procedures annually.

CCIC is a member of the Cardiovascular Outpatient Center Alliance (COCA) and as
such we have actively been involved in the work that COCA has accomplished this year to
collect and submit direct and indirect cost data to the AMA'’s Practice Expense Review
Committee (PERC) of the Relative Value Scale Update Committee (RUC). Unfortunately,
this process did not allow all of COCA's data to be considered and resulted in PE RVU
recommendations to CMS that severely undervalued the direct and indirect costs
associated with providing these procedures to our patients.

(continued)

455 Pinellas Street . Suite 400 . Clearwater . Florida 33756 . Ph. (727) 445-1992 . Fax (727) 445-1993
Website Address: www.ccicheart.com




Herb B. Kuhn, Deputy Administrator (Acting)
Centers for Medicare and Medicaid Services
Department of Health and Human Services
August 29, 2007

Page 2 of 2

It is apparent from the July 2, 2007 Proposed Rule that CMS has accepted the RUC
recommendations without considering the detailed direct cost information that COCA
provided to CMS in May 2007. The PE-RVU values set out in the July 2 Proposed Rule
would result in a draconian cut in reimbursement for cardiac catheterizations performed in
practice or IDTF locations. For example, if the 2007 conversion factor is applied to the
technical component of the primary three CPT codes for a Left Heart Cath (93510TC,
93555TC, and 93556TC) the reimbursement in 2008 would be cut by 32% and when fully
implemented the total reimbursement would be reduced by 49%. These reductions would
undoubtedly result in the closing of the majority of non-facility outpatient cardiac
catheterization labs in the country forcing all patients who now benefit from improved
access and lower costs into more acute hospital settings.

We request that CMS review the additional cost data provided by COCA and
establish PE RVU’s for outpatient cardiac catheterization procedures that more reasonably
reflect the direct and indirect costs of providing these procedures. If the proposed RVU's
are allowed to stand, the outcome will inevitably that will cost the Medicare program more
in direct APC payments and Medicare patients more in higher deductibles and co-
insurance.

Thank you for this opportunity to comment on this important issue.

T

Frederic R. Simmons, Jr. CPA
Chief Executive Officer

AND

The Physicians at Clearwater Cardiovascular and Interventional Consultants

Michael D. Williamson, M.D.  Jorge P. Navas, M.D. Federico E. Lenz, M.D.
Paul L. Phillips, M.D. Aland R. Fernandez, M.D. Jay K. Amin, M.D.
Richard Sola, M.D. H. Andrew Hazlitt, M.D. Jason T. Zelenka, M.D.
Jose L. Gallastegui, M.D. Mark J. Hepp, M.D. Paul E. Kudelko, Sr., D.O.
Douglas J. Spriggs, M.D. David D. Dieterich, D.O. Marilyn Y. Kuo, M.D.
Vanessa J. Lucarella, M.D. Paul E. Kudelko I, D.O. Michael O. Barry, M.D.
Bernardo Stein, M.D. Kenneth C. Sabatino, M.D.

CCIC/FRS:jmb




August 30, 2007

VIA FEDERAL EXPRESS

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

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re:  File Code CMS-1385-P
Physician Self-Referral Provisions
Section I1.M.3; In-Office Ancillary Services Exception

Dear Sir or Madam:

For the last 11 years I have been a licensed physical therapist in the state of Tennessee. Over that time I
have practiced in a hospital satellite outpatient facility, an outpatient clinic that was part of a large,
corporate owned group of rehab clinics, and currently in an outpatient facility within a physicians’
practice. I have had additional experience within privately owned rehab facilities. During my career |
have had the opportunity to see in great detail both the clinical and business/administrative side of
physical therapy and rehab.

I am writing to urge your continued support of physical therapy being offered as an ancillary service
within physicians’ practices. After being exposed to different practice settings, I am confident the care
and attention a patient receives in a rehab setting within a physician practice offers patients the best
clinical care as well as most cost effective clinical outcome.

Practicing physical therapy within a physicians’ office offers patients the highest quality care simply
- because therapists and physicians can work together in the same physical setting to offer a true team
approach to patient treatment. The points below outline the advantages of the physician setting.

= Ihave immediate access to my patients’ physician to discuss any concerns about that patient’s
treatment allowing for immediate changes to that patient’s plan of care when needed.

= Ihave immediate access to all physician’s notes and radiology reports, etc. allowing me to gain
instant access to the information I need to make quick decisions about how to progress a patient.

* Tam able to immediately consult the patient’s physician with any medical emergent situations
that are outside my scope of practice.

* Patients are able to begin physical therapy immediately without going to a separate facility

resulting in increased convenience for the patient as well as more cost effective outcomes due to
having started therapy quickly.

1595775 v2
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The advantages that exist with patients receiving therapy in a physician setting collectively lower the
number of visits required to reach a quality clinical outcome and likewise lower the costs associated with
providing that care. In my experience, there is an average of around 30% fewer visits needed to treat a
patient in a physician setting vs. a private practice or corporately owned facility.

I again urge your support of my ability to continue to practice physical therapy within a physician office.
[ believe it is the most clinically and cost effective model for providing physical therapy and other rehab
services and would be a disservice to patients to not allow them the chance to choose this setting for their
rehab care.

Sincerely,

1P

David Erber, PT

1595775 v2
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b1

Washington DC Regional Office 4445 Willard Ave. #710
Chevy Chase, MD 20815
August 30, 2007 Phone: 301.828.3000

Fax: 301.828.3020

Acting Deputy Administrator Herbert Kuhn
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, DC 20201

Re: CMS-1385-P; Comments Regarding the Proposed Physician Fee Schedule Rule
for Calendar Year 2008

Dear Acting Deputy Administrator Kuhn:

TAP Pharmaceutical Products Inc. (“TAP”) appreciates this opportunity to comment on the
Centers for Medicare and Medicaid Services (“CMS”) proposed physician fee schedule rule
(“Proposed Rule™).! TAP is one of the nation’s leading pharmaceutical companies and is committed
to delivering high quality pharmaceutical products for patients. We provide innovative and effective
products in diversified treatment areas, including oncology, gastroenterology and gynecology.

TAP supports CMS’s efforts to improve the accuracy of manufacturers’ Average Sales Price
(“ASP”) calculations. We believe, however, that certain provisions in the Proposed Rule require
further clarification, in particular issues related to the definition and application of “bundled price
concessions.” Each of these issues is discussed in detail below.

ASP ISSUES

L CMS Should Confirm that Bundled Discounts Should Be Reallocated at the NDC-11
Level for Purposes of Average Sales Price (“ASP”) Calculations

TAP supports CMS’s attempt to promote a consistent method for addressing bundled
arrangements in the both the ASP and average manufacturer price (“AMP”)/Best Price (“BP”)
contexts, while also recognizing the need for differences between the two approaches to reflect the
differences in the Medicare and Medicaid calculations. One area where TAP believes that the ASP
Proposed Rule may differ from the approach adopted in CMS’s Medicaid final rule (the “Medicaid
Final Rule”)’ is with respect to the national drug code (“NDC”) level at which bundled discounts
should be allocated. The Medicaid Final Rule makes clear that AMP is to be calculated at the NDC-9
level, but it is TAP’s understanding that for purposes of ASP, bundled discounts should be unbundled
at the NDC-11 level, because that is the level at which manufacturers are required to calculate ASP.
TAP asks that CMS confirm this understanding in its final rule.

II. CMS Should Clarify the Extent to Which Non-lagged Discounts are Part of the Bundled
Arrangement.

TAP requests that CMS clarify whether non-contingent discounts that are offered in the same
contract that contains a bundled arrangement, whether those non-contingent discounts are offered on
the products included in the bundle or on separate products, also are subject to the reallocation
requirement in the proposed section 414.804. Such clarity is needed not only to provide additional

' 72 Fed. Reg. 38122 (July 12, 2007).
: 72 Fed. Reg. 39,142 (July 17, 2007).
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requirement in the proposed section 414.804. Such clarity is needed not only to provide additional
certainty regarding what discounts are subject to reallocation, but also because such guidance will
determine whether such non-contingent discounts, where otherwise considered to be non-lagged, need
to be treated as lagged for purposes of the ASP calculation.

TAP commends CMS for recognizing the potential impact of adopting a reallocation
methodology for bundled price concessions on the 12-month rolling average ratio that manufacturers
are required to use to estimate lagged price concessions.” The definition and scope of the bundled
arrangement could include:

(i) only drugs subject to contingent discounts and only those discounts offered on those drugs
that are contingent,

(ii) any non-contingent discounts also provided on those same drugs, and/or

(iii) any drugs included in the same contract that are not subject to any contingent discounts
and that do have non-contingent discounts.

If CMS defines the bundled arrangement to include (ii) and/or (iii), the reallocation methodology
could have the effect of converting non-lagged discounts into lagged discounts.

For example, a contract could provide a 15% purchase discount on Drug A as well as an additional
5% rebate on Drug A if the purchaser buys a minimum volume of Drug B. If CMS requires
reallocation of the 15% purchase discount as well as the contingent rebate, TAP believes the proposed
reallocation methodology could be interpreted to require the inclusion of the purchase discount in the
12-month rolling average ratio for lagged price concessions, because the manufacturer will not be able
to calculate the relative sales volume for the two drugs until the end of the performance period for the
rebate. The purchase discount would have otherwise been treated as non-lagged and incorporated into
the ASP calculation in the reporting quarter. TAP asks that CMS address this issue as it finalizes its
proposal and defines the scope of the reallocation methodology.

1115 CMS Should Confirm that Manufacturers Are Not Required to Apply the Reallocation
Methodology to Quarters Prior to First Quarter 2008

CMS makes clear in the Proposed Rule that if its proposal is adopted, manufacturers would
allocate bundled price concessions for purposes of calculating ASP beginning with the reporting
period for the first calendar quarter of 2008." CMS does not specify whether manufacturers also
should allocate bundled price concessions for those quarters prior to the first quarter of 2008 that are
included in the 12-month rolling average used to calculate lagged price concessions. If a
manufacturer includes the reporting quarter in the 12-month rolling average, the ratio used to calculate
the ASP for the first quarter of 2008 will include eligible lagged price concessions for the second
quarter of 2007 through the first quarter of 2008. TAP asks CMS to confirm that manufacturers may
choose to apply CMS’s new reallocation methodology for all four quarters in the 12-month rolling
average, but that they are not required to do so. Allowing manufacturers this choice would provide
the flexibility needed to accommodate the variation in manufacturers’ system capabilities. For
example, some manufacturers may find it operationally less complex to adopt the reallocation
methodology all at once for all four quarters, whereas other manufacturers may prefer a quarter-by-
quarter implementation based on the quarter being reported. Accordingly, TAP recommends that
CMS permit manufacturers to choose whether to reallocate bundled price concessions for quarters
prior to the first quarter of 2008.

42 C.F.R. § 414.804(a)(3).
! 72 Fed. Reg. at 38151.
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Iv. CMS Should Specify that Manufacturers Are Not Required to Reallocate Discounts
That Are Not Subject to a Purchase or Performance Requirement.

TAP urges CMS to clarify that its proposed definition of a bundled arrangement applies only
to arrangements involving contingent discounts. In other words, it applies only to those discounts that
are offered for meeting a specific purchase requirement of another product. CMS has proposed to
define a bundled arrangement as an arrangement in which the price concession is conditioned on the
purchase of the same or another drug or some other performance requirement “or where the resulting
discounts or other price concessions are greater than those that would have been available had the
bundled drugs or biologicals been purchased separately or outside of the bundled arrangement.™
TAP understands that the determination of whether a discount is considered part of a bundled
arrangement is based on the first part of the proposed definition and that the language highlighted
above serves as a modifier. However, we are concerned that the regulatory text could be read to
create an independent obligation to reallocate discounts even where there are no contingent discounts
under the contract or simply because multiple products are covered under the same contract. For
example, many line-item contracts provide the customer with purchase discounts on a series of
different NDC-9s, without regard to whether the customer purchases any other drug under the contract.
In addition, a contract may include a minimum purchase or market share requirement for any purchase
under the contract to be eligible for a discount. Such arrangements are not intended to create a bundle
but rather, establish conditions for contracting. Reallocation of discounts that are not “conditioned
upon the purchase of the same drug or biological or other drugs or biologicals or some other
performance requirement” would not reflect the price paid by the purchaser and could have a
distorting effect on ASPs and provider reimbursement, which in turn could adversely affect patient
access to needed treatments. For these reasons, we ask CMS to specify in the final rule that such non-
contingent discounts are not a “bundled arrangement” and are not subject to reallocation under the
proposed methodology.

V. CMS Should Delay the Effective Date For Bundling Provisions Beyond January 1, 2008.

Finally, TAP supports CMS’s intent to apply the revised ASP calculation on a prospective
basis. We believe, however, that it will take manufacturers and CMS considerable time to work
through the open issues related to the bundled arrangement provisions of the Proposed Rule so that
they can be properly implemented. To that end, TAP would support delaying the effective date of the
bundled arrangement provisions to a date after January 1, 2008.

ok ok ok ok ok %

TAP appreciates the opportunity to comment on these important issues and we look forward
to working with CMS to ensure access to medications to those in need through the implementation of
an improved drug price reporting system. We sincerely hope that CMS will give thoughtful
consideration to our comments and will incorporate our suggestions into the Final Rule. Please do not
hesitate to contact me if you have any questions or need additional information.

Respectfully Submitted,

Laura Cline
National Manager, Government A ffairs

Id. at 38,226 (proposed 42 C.F.R. § 414.802) (emphasis added).
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PLEASE REPLY TO WEST ORANGE

Attention: CMS-1385-P
Mail Stop C4-26-05

7500 Security Boulevard
Baltimore, MD 21244-1850

RE: PHYSICIAN SELF-REFERRAL PROVISIONS

Dear Sir:

On behalf of University Physician Associates of New Jersey (“UPANJ"), the
faculty practice plan of New Jersey Medical School (“NJMS”), Wolff & Samson PC
welcomes the opportunity to comment on the physician self-referral provisions of the
Centers for Medicare & Medicaid Services’ (“CMS”) proposed rule entitled “Proposed
Revisions to Payment Policies Under the Physician Fee Schedule, and Other Part B
Payment Policies for CY 2008." 72 Fed. Reg. 38122 (July 12, 2007).

The purpose of this letter is to comment on the proposed clarification with respect
to CMS’'s standard for percentage compensation arrangements (the “Proposed
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Clarification”) under the Federal physician self-referral regulations (“Stark” or the “Stark
Regulations”). See 72 Fed. Reg. at 38184. If finalized without any exception for faculty
compensation arrangements within the academic medical center (“AMC") setting, the
Proposed Clarification will place an enormous burden on AMCs and, ultimately, their
ability to carry out their charitable missions to provide high quality medical education
and essential community medical care. The Proposed Clarification, in effect, prohibits
faculty compensation formulas that entail any type of initial “pooling” of revenue
received on the basis of multiple faculty members’ provision of clinical care within a
medical school department or institute (“clinical unit”), a common and historical practice
among faculty practice plans. It does this by disallowing percentage compensation
arrangements where they result in compensation to a physician that is not directly/solely
based upon the physician’s personally performed services.

As further explained below, the Proposed Clarification would require unwarranted
and costly restructuring to AMC faculty compensation methodology, which will severely
restrict AMCs’ ability — and particularly NJMS'’s ability, due to the fact that it
predominantly serves a very poor population — to (i) distribute faculty clinical and
academic assignments in specialties and subspecialties in accordance with community
clinical care need and/or student education needs; and (ii) recruit and retain high quality
faculty. These effects are severe. We suggest CMS specifically exclude AMCs/faculty
practice plan clinical unit “pooling” percentage compensation arrangements from the
reach of the Proposed Clarification.

I. Factual Background — NJMS and UPANJ,
and AMC Faculty Compensation Arrangements

NJMS Campus — Predominantly Serves Very Poor Population. The NJMS campus is
located in Newark, New Jersey and predominantly serves an extremely poor population,
which is most in need of healthcare services. NJMS has a continuously eroding payor
mix, consisting - up to 70% — of low reimbursement payors, such as Medicaid,
Medicaid HMO, charity care, and self-pay. Recent American Association of Medical
Colleges (“AAMC”) data indicate that the NJMS payor mix is far below the 25"
percentile of AAMC members’ plans, indeed, it is one of the worst of all schools. See
AAMC 2007 Faculty Practice Plan Survey. As a result, although NJMS serves the
neediest of patients and, thus, fulfills a very crucial community healthcare role, recruiting
and retaining high quality faculty is consistently a challenge for NJMS. The reality is
that the private sector generally offers a much higher quality payor mix and, thus, a
much more competitive salary potential.

UPANJ — Billing and Distribution of Faculty Clinical Practice Funds. UPANJ is the
faculty practice plan of NJMS, and as such, it bills for professional medical services

1087711.1
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provided by NJMS Faculty and collects and distributes the revenues from such services
(“Faculty Clinical Revenues”) in accordance with preset percentage-based formulas
determined by the clinical faculty of NJMS within its clinical units. These formulas differ
from clinical unit to clinical unit and are based upon the specific needs of the individual
clinical unit. The portion of the distribution of Faculty Clinical Revenues that an
individual Faculty member receives is based upon a formula set by the NJMS clinical
unit in which such individual is a member, and is compensation for his or her
performance of clinical services, as specified by his or her faculty employment
agreement with NJMS.

Faculty Compensation Clinical Unit Formulas — the Partial Pooling Distribution Formula.
NJMS is one of many AMCs that compensates faculty for clinical services via clinical
unit, percentage-based formulas. While most NJMS Faculty members will only receive
compensation based upon a percentage of Faculty clinical revenues solely attributable
to services such Faculty members personally perform (i.e., a compensation based
solely on personal productivity), certain NJMS clinical unit formulas are based, in part
(i.e., only a certain percentage of Faculty compensation in such a scenario is based),
upon a collective pooling of Faculty Clinical Revenues received from clinical services
performed by the entire group of Faculty members of the particular clinical unit (the
“Partial Pooling Distribution Formula®).

Purpose of NJMS Partial Pooling Distribution Formula. The NJMS clinical units that
utilize a Partial Pooling Distribution Formula operate in a manner similar to single-
specialty group practices, where each physician member partially shares the risks and
rewards of the practice. As such, the Partial Pooling Distribution Formula is a product of
the history, culture, and particular circumstances of a given clinical unit. The Partial
Pooling Distribution Formulas are generally used when there is a particular sub-
specialty or procedure performed within a clinical unit that is more remunerative than
others within the unit, or where there are certain procedures or specializations of
comparatively low remunerative value that are needed to be performed within the
clinical unit for academic or community care purposes. The Partial Pooling Distribution
Formula enables the clinical unit to distribute academic and clinical faculty assignments
within such unit based solely upon the academic/student or community clinical need,
and not on any faculty member’s preference to perform more lucrative procedures or to
specialize in a certain area for purposes of increased compensation. The Partial
Pooling Distribution Formula greatly supports NJMS in fulfilling its mission of providing
high quality health instruction and community health care via an efficient and
appropriate distribution of faculty clinical assignments.

The flexibility of the Partial Pooling Distribution Formula is an important tool and
significantly assists NJMS to recruit and retain high quality faculty to carry out its
mission. In reality, maintaining faculty appeasement and fostering an incentive to
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practicing physicians to join the AMC setting and remain employed in an AMC setting,
beyond a charitable or community health-care motivation, is extremely important and
presents a continuous challenge for AMCs. This is particularly the case for NJMS,
where, due to NJMS’s exceedingly low quality payor mix, the private sector tends to be
much more attractive to a practicing physician, regardless of the most noble of
charitable or educational intentions or aspirations.

ll. Requlatory Background — AMC Exception

CMS had initially rejected the creation of a Stark exception specific to faculty
practice plans. However, CMS revisited its position and, in the Phase Il regulations,
instituted an exception specific to academic medical centers (the “AMC Exception”). 66
Fed. Reg. 856, 915-16 (Jan. 4, 2001). CMS'’s rationale behind this exception was as
follows:

Academic medical settings often involve multiple affiliated entities that
jointly deliver health care services to patients (for example, a faculty
practice plan, medical school, teaching hospital, outpatient clinics). There
are frequent referrals and monetary transfers between these various
entities, and these relationships raise the possibility of indirect
remuneration for referrals. The exceptions under section 1877 of the Act
do not easily apply...[W]e believe the fundamental need of facully practice
plans is for a separate compensation exception for payments to faculty of
academic medical centers that takes into account the unique
circumstances of a faculty practice, including the symbiotic relationship
among faculty, medical centers, and teaching institutions, and the
educational and research roles of faculty in these settings.

66 Fed. Reg. at 916 (emphasis added).

Ill. History of the Proposed Clarification — the “Set In Advance” Standard, and
Percentage Compensation Arrangements

The AMC Exception requires, in part, that faculty compensation be “set in
advance.” 42 C.F.R. § 411.355(e)(1)(ii). As is evident in the Stark Il, Phase | preamble,
CMS did not initially consider percentage compensation arrangements, such as those
commonly used in AMC settings, to be “set in advance.” See 66 Fed. Reg. 856, 877-78
(Jan. 4, 2001). CMS subsequently decided to consider percentage compensation
arrangements as “set in advance” provided certain requirements are met. 42 C.F.R. §
411.354(d)(1).
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IV. The Proposed Clarification

CMS has proposed to clarify that percentage compensation arrangements “(1)
[m]ay be used only for paying for personally performed physician services; and (2) must
be based on the revenues directly resulting from the physician services rather than
based on some other factor such as a percentage of the savings by a hospital
department (which is not directly or indirectly related to the physician services
provided).” 72 Fed. Reg. at 38184. Although CMS is largely concerned with the
inappropriate use of percentage compensation arrangements in the context of space
and equipment leases and endorses the Proposed Clarification for this primary reason,
the Proposed Clarification clearly applies to all types of percentage compensation
arrangements, including the typical clinical unit formulas used to compensate AMC
faculty for their clinical services.

V. The Harsh and Burdensome Effect of the Proposed Clarification

The Proposed Cilarification Causes Historical and Highly Beneficial Faculty
Compensation Methods to Fail to Meet the Stark AMC Exception.

The Proposed Clarification would appear to cause historical AMC faculty
compensation methods such as the NJMS Partial Pooling Distribution Formula to fail to
meet the AMC Exception “set in advance” standard. This is because the NJMS Partial
Pooling Distribution Formula may result in compensation to a Faculty physician that is
not solely attributable to such Faculty physician’s personally performed services, but is,
in part, attributable to services performed by fellow Faculty physician members within
the same clinical unit. This is a most devastating effect. As set forth above, CMS
created the AMC Exception because AMCs/faculty practice plans do not fit easily, or at
all, in other Stark exceptions. Faculty practice plans generally do not meet the Stark
definition of “group practice”, and UPANJ in particular, in fact, does not. Therefore,
meeting the AMC Exception is crucial for many AMCs, including NJMS.

Comparison to Physician Compensation Permitted in Group Practice Definition —
Faculty Practice Plans Should Have, at the Very Least, Equal Latitude in their
Compensation Methodology.

The Stark group practice definition states that physicians in the group may be
paid a share of overall profits. 42 C.F.R. § 411.352(i). This is a form of “pooling”
compensation directly comparable to the NJMS Partial Pooling Distribution Formula:
just like the NJMS Partial Pooling Distribution Formula, the sharing of “overall profits”
among group practice physicians would result in compensation to each group practice
physician member that includes, in part, remuneration that is not solely attributable to
such physician’s personally performed services. The group practice definition takes this
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a step further and allows even greater flexibility by defining the term “overall profits” to
include entire profits from a component of the group practice that consists of at least five
physicians. /d. at 411.352(i)(2). This, in effect, means that group practice physicians
can compartmentalize their practices and share in the productivity of a relatively small
portion or the overall practice. Such a “pooling” form of compensation is acceptable
under Stark, provided the compensation is distributed in a manner that does not directly
relate to the volume or value of referrals of the physician being compensated. /d. The
group practice definition provides a few distribution methods of such pooling
compensation that are deemed not to take into account the volume or value of referrals,
including the per capita method of distribution. /d. As CMS has stated, the rational for
these “deemed indirect” standards is that they result in compensation in which there is
“no direct correlation between the total amount of a physician’s compensation and the
volume or value of the physician’s DHS referrals (regardless of whether the services are
personally performed).” 66 Fed. Reg. 856, 908 (Jan. 4, 2001).

In spite of the flexibility of the compensation methodology afforded by the Stark
Regulations to any physician entity that meets the “group practice” definition, faculty
practice plans such as UPANJ — which does not meet the “group practice” definition, yet
is a non-profit 501(c)3) tax-exempt organization, and exists solely to support the
charitable and educational missions of NJMS - are effectively stripped of the much
needed flexibility to compensate faculty physicians in a manner similar to that permitted
for group practices under the Stark Regulations. In light of the great community
healthcare and educational needs that medical schools and faculty practice plans fulfill
— and in particular, UPANJ due to the poor population it serves — this is an illogical and
unfair result that is incongruent with CMS's intent in establishing the AMC Exception.

Faculty practice plan clinical units should be afforded, at the very least, flexibility
in their compensation structures that is commensurate to that afforded in a “group
practice” setting. As stated above, the NJMS Partial Pooling Distribution Formula
serves a very important purpose that is directly supportive of NJMS'’s charitable and
educational missions. Stripping AMCs such as NJMS of the availability of such
compensation formulas would require massive and costly changes to existing historical
compensation methods and will have deleterious effects on an AMC’s ability to (i)
efficiently and appropriately distribute faculty clinical assignments in accordance with
direct academic/student and community clinical care needs and (ii) recruit and retain
high quality physicians to serve the AMC’'s mission and meet an underserved
community’'s needs, by severely limiting the AMC's flexibility to provide faculty
physicians with competitive/commensurate compensation. These effects are
particularly severe in the case of NJMS, due to the poor population it predominantly
serves. Flexibility in compensation methodology is crucial for NJMS.

1087711.1




WOLFF & SAMSON Pc

August 30, 2007
Page 7

VI. Suggestion to Alleviate the Devastating Effects of the Proposed Clarification

We are mindful and appreciative of CMS’s primary concern in instituting the
Proposed Clarification, which is to control the application of percentage compensation
arrangements in the context of equipment and office space rentals. However, we
strongly urge CMS not to overlook the unintended and devastating impact that the
Proposed Clarification would have on AMCs and faculty practice plans.

CMS can address its concern regarding percentage compensation arrangements
in the space/equipment rental and other contexts, and still afford AMCs the flexibility
they require in their compensation structures. We propose that CMS specifically
exclude from the reach of the Proposed Clarification AMC compensation formulas that
include a pooling of revenue derived from the combined clinical services of a group of
AMC faculty physicians, such as the NJMS Partial Pooling Distribution Formula.

For instance, such an exception can be made for percentage compensation
arrangements used by a medical school clinical unit (which could be defined as a
single-specialty department or institute of the medical school) to compensate faculty
physicians within such unit where (i) each faculty physician in the medical school clinical
unit meets the referring physician requirements of the AMC Exception (at 42 C.F.R. §
411.355(e)(1)(i)); (ii) such clinical unit is comprised of 5 or more faculty physicians; and
(iii) the compensation distribution methodology is such that the compensation to a
faculty physician does not relate directly to such physician’s volume or value of referrals
(e.g., the compensation distribution method satisfies Section (i)(2) of the group practice
definition at 42 C.F.R. § 411.352).

This type of revision to the Proposed Clarification would allow medical schools
the flexibility to compensate their faculty physicians commensurate with private group
practice physicians, while still presenting a low risk of fraud and abuse by (i) requiring
the members of the clinical unit to be bona fide AMC faculty members; and (ii) ensuring
that any faculty physician compensation resulting from the percentage compensation
arrangement is not directly based upon the faculty physician's volume or value of
referrals (by, for example, basing the exception on CMS'’s articulated standards for
compensation methodology located in the group practice definition). In addition, since a
medical school clinical unit is largely comprised of faculty physicians engaged in the
same specialty, this type of revision to the Proposed Clarification would not encourage
cross-specialty referrals (i.e., referrals across different medical school clinical units).

In light of (i) the “unique circumstances of faculty practice,” which CMS has itself

acknowledged (see 66 Fed. Reg. at 916); (ii) the existence of AMCs such as NJMS that
have serious difficulty in attracting physicians from the private practice sector due to the
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fact that it predominantly serves a very poor population; and (iii) the crucial educational
and charitable missions AMCs such as NJMS and UPANJ serve, this is a most fair and
just result. We are hopeful that CMS will agree and will amend the Proposed
Clarification accordingly.

Thank you very much for your consideration. Please contact me should you
require any additional information or if we can be of any further assistance.

Very t ours,

DaV|d M. Hyman

DMH/ed
Enc.
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Comments on Proposed Rule C 1385 for Physician Fee Schedule

I would like to comment on the Physician Self Referral Information section. In
particular, I am concerned about the proposal to limit the ability of a physician group to
purchase equipment and then hire a specialist to provide the professional services. In
urban areas where multiple imaging or physical therapy centers are available, it may not
be necessary for physicians to provide services, but CMS must also consider the rural
areas where resources are less available.

When a physician group recognizes the need for services in their location, there are only
two options to develop the services. The group can persuade a hospital to purchase the
needed equipment or the group can do it. Either way, the specialist who knows how to
provide the services must be hired. It should make no difference to CMS whether the
hiring entity is a hospital or a group practice. In fact, as the physicians in a group have
more expertise on the quality of the care provided that any administrator of a hospital
could possibly have, the physician group is more likely to insist on better quality.
Similarly, a physician working with peers, or as a member of the group is more willing to
voice concerns about quality of care than an employee of a hospital.

The concern of CMS that over-utilization will occur should be equal for hospital owned
facilities or physician owned facilities, as both have the same incentive for Return on
Investment of the equipment. Proof of medical necessity should be required in both
instances.

Therefore, CMS should recognize that the owning entity being a hospital does not
eliminate the possibility of overuse and is not necessarily superior or more ethical than
physician ownership. The rules for both situations should be the same.

In response to your decision to prohibit per click leases for equipment, [ would request
that you leave the rules as they are. Many arrangements have been made and are
functioning well for the hospitals, the physicians and the patients. When the equipment is
used for medically appropriate reasons, and the volume of use is impossible to predict in
advance this is a good way to encourage doctors and hospitals to share equipment rather
than having each purchase equipment separately. This keeps costs lower, and allows the
site of service to vary according to patient need. For example, our radiation oncologists
can lease the High Dose Rate machine to the hospital when a patient needs the more
intensive inpatient setting, and then transport the machine back to the office when a
patient can be treated in the outpatient arena. If we could not do this, both the hospital
and the practice would have to purchase the same machine, thus increasing the cost per
patient for treatments, ie practice expense.

As more functions can be provided in the physician office setting, it is time for CMS tro
recognize that the expenses to recruit trained personnel are the same in the hospital
setting as in the office setting. The cost of the machinery, maintenance software and
other overhead items is identical. Therefore the practice expense calculation should be




they did not fit the stage requirement for the colon cancer patient reporting, it was unclear
how to properly report.

On Physician Scarcity Areas
The 5% bonus for physicians practicing in physician scarcity areas has been deleted, but
the undersupply of physicians has not been addressed. Please reconsider this decision.

Respectfully submitted,
Barbara McAneny MD
Former PPAC member




Coastal Gastroenterology
525 Jack Martin Blvd
Brick, NJ 08724

August 17, 2007

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

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Proposed Full-Time Physician Employee Requirement
To Whom It May Concern:

On behalf of my gastroenterology physician practice, I am writing to express our opposition
to CMS's proposed requirement that our pathologist must be our full-time employee in order
for us to bill the Medicare program for the professional services he renders. Currently, we have
an independent contractor relationship with a pathology practice that provides us with a part-
time pathologist and vacation, sick and continuing medical education relief, as needed.
We will no longer be able to provide professional pathology services to our patients if the
proposed full-time employee requirement is adopted. In other words, we do not have a
sufficient number of specimens for a pathologist to work for us [40] hours per week. CMS's
adoption of this requirement would unfairly prohibit us from providing our Medicare and other
patients with the best professional care possible.

We believe that the best approach to caring for our Medicare and other patients is to be
multi-specialty: gastroenterology and pathology. While this type of multi-specialty practice is
different than the traditional multi-specialty practices (e.g. internal medicine and
cardiology), adding a part-time independent contractor pathologist to our gastroenterology
practice has significantly improved the overall quality of the professional services we provide to
our patients. For example, our part-time independent contractor pathologist specializes in
gastroenterology. His expertise makes us more confidentin the accuracy of the
diagnosis which enables us to make better treatment decisions. Candidly, the "one size fits all"
pathologists we had to rely on at the national lab companies made uneasy at times as we
reviewed their pathology reports.

We also would like to make you aware that timely communication has improved by having a
part-time independent contractor pathologist working with us side by side in our offices.
Follow-up questions about a diagnosis no longer involve the tremendous effort to track down a
specific pathologist at a large national lab located in another part of the country Our part-
time independent contractor pathologist is practicing in our offices which means we can easily
discuss his findings and even review a slide together using our microscope. From our vantage
point, the ability to have personal contact on a day to day basis with our part-time independent
contractor pathologist has also shortened the turnaround time associated with diagnosing and
treating our patients. For these quality of care reasons, we urge CMS not to adopt the full-time
employee regulation.

It is also important to note that the addition of a part-time independent contractor
pathologist to our gastroenterology practice has not led to an increase in the number of tests
we order for our patients. If CMS has preliminarily concluded that Medicare would spend more
money if physicians independently contracted with part-time pathologists because more lab
tests would be ordered, this conclusion is simply not true in our case. We strongly urge CMS




to distinguish our anatomic pathology services and the tests we order from clinical pathology
services. Our patient procedures are invasive and require us to take tissue from patients. We
do not perform these procedures nor do we take tissue from our patients lightly. If CMS has
preliminarily concluded that a gastroenterology practice would subject a patient to additional
invasive procedures and physicians would take extra tissue in order to generate additional
Medicare reimbursement, CMS has really drawn the wrong conclusion. There is a world of a
difference between the anatomic pathology we do and the clinical pathology that CMS has been
rightly concerned about over the years.

Our gastroenterology practice would no longer be able to provide professional pathology
services to our patients if CMS adopts the full-time employee requirement. We have four
gastroenterologists and the number of specimens we take from our patients is no where close
to the number needed to support a full-time pathologist employee. Frankly, we need to
independently contract with the local pathology practice. This independent contactor
relationship ensures us that we will have the pathologist coverage we need at all times. Even if
we could support a full-time pathologist employee, it would be impossible for us to provide
vacation, sick and continuing medical education coverage without having an independent
contractor relationship with the local pathology practice. Our independent contractor
relationship with the local pathology practice not only improves the quality of care but provides
for continuity of the pathology care we provide to our Medicare patients.

In our view, the adoption of the full-time employee requirement by CMS stops us from
practicing medicine the way we believe is best for our patients. Because we have a significant
Medicare patient population, a CMS decision that prohibits the Medicare program from
reimbursing us because we only need a part-time pathologist which we obtain through an
independent contractor relationship with the local pathology practice is, no matter how ones
slices it, interfering with the practice of medicine. Because of the improved turnaround time
and better quality of care our Medicare patients receive, we urge CMS to continue to permit the
Medicare program to reimburse professional pathology services that are provided through part-
time, independent contractor relationships.

Very Truly Yours,

L (\_‘

Pacifico M eihis M.D.

\%A» (e —

Kenny Chiu, M.D.

Ll
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GE Healthcare

Jane Majcher

Director, Reimbursement Strategy
Medical Diagnostics

101 Carnegie Center

Princeton, NJ 08540

T609 514 6701

F 609 514 6580
jane.majcher@ge.com

Via Federal Express

August 30, 2007

Herb Kuhn, Acting Deputy Administrator
Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Attn: CMS- 1385-P

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Comments on proposed Revisions to Payment Policies Under the Physician Fee Schedule
for Calendar Year 2008

Dear Mr. Kuhn:

GE Healthcare is a unit of General Electric Company that is headquartered in the United
Kingdom with expertise in medical imaging and information technologies, medical
diagnostics, patient monitoring systems, disease research, drug discovery and
biopharmaceuticals. Worldwide, GE Healthcare employs more than 42,000 people committed
to service healthcare professionals and their patients in more than 100 countries.

We appreciate the opportunity to submit comments on the proposed Revisions to Medicare
Payment Policies Under the Physician Fee Schedule for Calendar Year 2008, published in the
July 12, 2007 Federal Register (Vol. 72, No. 133).

ASP Issues

Bundled Arrangements

We agree with CMS that the alternate approach (contingent discounts) suggested by MedPAC
for handling bundled price concessions would introduce greater computational complexity
and could not be implemented by manufacturers in a timely fashion.

There are circumstances, however, under which CMS' proposed treatment of allocating the
total value of all price concessions proportionately across each drug will result in payments to
Independent Diagnostic Testing Facilities (IDTFs) that do not approximate costs for the drugs.
For example, when a high market volume product at low price is bundled with a smaller
market volume product at medium price and incremental discounts are provided on all
products in the bundle, pricing can become extremely skewed using the proposed treatment.

GE Healthcare, a General Electric Company




In these situations it is highly likely that some providers will be over compensated for the high
market volume product, while other providers will be under compensated for the smaller

<
~

market volume product.

The following examples will examine potential outcomes if CMS’ proposed treatment is

implemented:

o We have approximated the Allocated ASP for two product categories that are very

commonly bundled in GE Healthcare contracts [Table 1). Please note that these ASPs

were calculated at the brand level for illustration purposes only, and not using the 11
digit NDC level that CMS requires.

- CT Contrast Material - (LOCM, HCPCS Codes Q9945, 09946, Q9947, 09948,
Q9949, and Q9950) - High Volume, Low Price

- MRI Contrast Material - (Inj, gadolinium-based MR, per ml, HCPCS Code Q9952)

- Medium Volume, Medium Price

o Many IDTFs only have MRI capability or CT capability, but not both. Some IDTFs will
provide both imaging modalities. We have applied the proposed treatment of
bundling to each of the three configurations (Examples 1-3).

TABLE 1
Sales at List % of Actual Allocated | Current | Allocated %
Units Price Sales Discount Discount ASP ASP Change
CcT
Contrast
Material 224,690 | 263,741,130 77.84% | 203,423,022 | 188,367,062 | 268.45 335.46 24.96%
MRI
Contrast
Material 78872 75,066,422 22.16% 38,557,374 | 53613334 | 462.89 272.00 -41.24%
TOTALS 303,562 | 338,807,553 | 100.00% | 241,980,396 | 241,980,396
EXAMPLE 1 {CT only)
Sales at | Current | Allocated | Current | Allocated | Percent
Units | List Price ASP ASP Payment | Payment | Change
CcT
Contrast
Material 1,000 | 1,173,800 268.45 33546 | 268,450 | 335458 24.96%
MRI
Contrast
Material 0 0] 46289 272.00 - -




EXAMPLE 2 {MRI only)

Salesat | Current | Allocated | Current | Allocated | Percent
Units | List Price ASP ASP Payment | Payment | Change
CcT
Contrast
Material 0| 26845 335.46 - -
MRI
Contrast
Material 1000 | 951,751 | 46289 272.00 | 462,830 | 272,000 -41.24%
EXAMPLE 3 {Both CT and MRI)
Salesat | Current | Allocated | Current | Allocated | Percent
Units | List Price ASP ASP Payment | Payment | Change
CT Contrast
Material 1,000 | 1,173,800 | 268.45 335.46 | 268,450 | 335,458 24.96%
MRI
Contrast
Material 351 334,065 | 462.89 272.00 | 162,475 | 95472 -41.24%
Total 430,925 | 430,930 0.00%

These examples show that the implementation of CMS’ proposal will result in a perverse
incentive for CT procedures using contrast media. The MRI-only IDTF would have a perverse
incentive to avoid using contrast media, even when medically advantageous. Example 3
shows that an IDTF providing both MRI and CT in roughly the same mix as the total market will
be reimbursed at appropriate levels.

Given the large number of single modality providers and the variable mix of procedures for
multi-modality providers, CMS should continue to use the current ASP methodology for
medical imaging drugs.

Thank you for the opportunity to comment on this important rule. Should you have any
questions, please contact me at 609-514-6701 or at jane.majcher@ge.com.

Sipcerely,

ne Majcher
irector, Reimburs

ent Strategy
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August 30, 2007

VIA FEDERAL EXPRESS

Mr. Kerry Weems

CMS Administrator Designate

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

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1385-P: PHYSICIAN SELF-REFERRAL PROVISIONS
Dear Mr. Weems:

We have been asked to submit these comments on behalf of a specialty medical device company
(the “Company”) that is affected by the proposed changes to the Physician Self-Referral
Provisions in the above referenced proposed rule (“Proposed Rule”). Our comments focus
primarily on the “Services Furnished ‘Under Arrangements’” portion of the Proposed Rule. In
brief, we request that CMS either (1) withdraw the proposed amendment to the definition of
designated health services (DHS) “entity”, or (2) clarify that the “entity that has performed the
DHS” or that “caused a claim to be presented” includes only an entity that performs all required
components of the service.

Background

The Company manufactures equipment and associated devices that are FDA approved and
covered by Medicare for treatment of certain conditions. Given the cost of the equipment (well
over $200,000), as well as the fact that only physicians who are specially trained are able to use
the technology, few hospitals outside the academic setting have the case volume to justify
purchasing the equipment. Until this year, fewer than ten hospitals purchased the equipment
outright, thus limiting the treatment options available to patients and their physicians.

A number of physicians who are trained to perform the procedures using the Company’s
technology, particularly “early adopters” of the technology, wished to make the treatment
available to their patients. These physicians have invested in mobile equipment businesses
(“Businesses”) that purchase the equipment, purchase the necessary vehicles to mobilize the

U.S. practice conducted through McDermott Will & Emery LLP.
227 West Monroe Street Chicago, lllinois 60606-5096 Telephone: 312.372.2000 Facsimile: 312.984.7700 www.mwe.com
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equipment, and employ a specially trained technician. The Businesses then provide the
equipment, related disposables and the technician to hospitals on a per case basis. This permits
the hospital to provide the types of procedures that utilize the equipment without investing in the
equipment, and permits the physicians to make these procedures available to their patients.'

It is important to note that the equipment and technician services at issue here are not items
formerly provided by hospitals that have been spun off for purposes of permitting physician
investment, Also, the physician owners of the Businesses are not passive referral sources who
are receiving revenues from patient referrals for services which ordinarily would not result in
income to the physicians. Rather, the physician investors in all cases we are aware of are
surgical specialists who personally perform the procedures. In order to perform the procedure,
the physicians must be willing to spend the time necessary to be trained on new technology. The
only way to bring the benefit of that training to the community is to make the necessary
equipment available as well.

Proposed Rule: Services Furnished “Under Arrangements”

Definition of “Entity”

Under the current physician self-referral rules, the DHS entity is the entity that bills Medicare for
services. The Proposed Rule states “we propose to revise our definition of entity at § 411.351 so
that a DHS entity includes both the person or entity that performs the DHS, as well as the
person or entity that submits claims or causes claims to be submitted to Medicare for the
DHS.” (Emphasis added.)

The definition of a DHS “entity” needs to be explicitly defined to EXCLUDE providers that
provide only a portion of the DHS. Here, the provision of equipment and customized devices
for a medical procedure and/or the services of a technician to monitor the equipment should not
be defined as “performing the DHS.” In such cases, the hospital continues to provide pre-
operative care, surgical facilities, pharmacy supplies, nursing care, post-operative and recovery
room care and other associated inpatient care services. Indeed, the service is not covered and
cannot be performed in a physician office or otherwise using only the components furnished by
the Businesses. Yet, without further clarification, the Proposed Rule could sweep these types of
arrangements into the definition of “entity”. Although we think that providing only some of the
components of DHS should not be considered to be “performing” DHS or “causing a claim to be
submitted,” the proposed rule has created a level of uncertainty for the Company, the Businesses,
physicians and hospitals. Taken to its extreme, the amended definition of “entity” could be
viewed as making any equipment lessor or entity that performs services for a DHS entity — even
a provider of linens or food services - into a DHS entity itself. Obviously, it is not intended that
an entity becomes a DHS entity simply by virtue of providing items or services to a DHS entity.

' There are a number of legal structures of the Businesses. In general, a number of individual physicians and/or
physician groups invest. In some cases, a commercial mobile service provider also invests in the Business.
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Yet, particularly in the hospital context, since all inpatient and outpatient hospital services are
DHS, arguably all services performed for a hospital could raise this concern.

If companies that provide only a portion of DHS are considered to be DHS entities, then there
will be no applicable investment exception for physicians who are willing to make the
investment of time and capital necessary to make new technology such as that provided by the
Company available in their communities. Eliminating the possibility that physicians who are
trained to use new technology could invest in that technology would likely reduce the number of
mobile service businesses available to hospitals. This would translate to increased costs to
hospitals to purchase equipment and to hire and train technicians, who must have very unique
skills and training. The equipment cost to a hospital to acquire specialized equipment would be
greater than simply renting or paying a “per procedure” fee when cases are scheduled. Also,
mobile companies are able to provide services to a number of hospitals and thereby generate
volume to maintain technician proficiency. Finally, Medicare patient access may be placed in
jeopardy as many hospitals that currently contract on a per procedure basis would elect not to
purchase the capital equipment and hire and train technicians for a low volume procedure.

The indirect compensation exception that currently applies to arrangements between physician-
owned service businesses such as the Businesses and DHS entities such as hospitals already
ensures that these types of arrangements are not abusive. The indirect compensation exception
strikes an appropriate balance between permitting physician investment in entities that do
business with hospitals and ensuring that physician-owned businesses are not overpaid by
hospitals and other DHS entities to which they refer. Hospitals that do business with mobile
service providers that furnish the Company’s equipment routinely require disclosure of physician
ownership prior to entering into a contract with the mobile service provider, and, consistent with
the indirect compensation exception, document the fair market value of the services.

Consequently, we urge CMS to take one of the following approaches:
(1) Withdraw the proposed amendment to the definition of “entity”.

2) Adopt the amendment, but limit its scope to true “under arrangements” structures.
This could be accomplished by clarifying the following:

The “entity that has performed the DHS” includes only entities that perform all
required components of the DHS. Restricting the rule in this way would address
concerns about freestanding suppliers entering into “under arrangements”
transactions to game the Medicare payment system, as well as avoid the confusion
and uncertainty of a rule that could potentially prohibit long-standing, simple
equipment/staff leasing arrangements. Note that if those equipment/staff leasing
arrangements involve physicians or physician-owned businesses, the physician
self-referral law would continue to apply to the relationship, just like other direct
and indirect relationships between physicians and DHS entities.
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Eliminate the language of the amendment that deems the entity that “causes
claims to be submitted” to be a DHS entity. To the extent that this provision is
intended to be coextensive with the amendment deeming the entity that “has
performed the DHS” to be a DHS entity, it is superfluous. To the extent that this
clause applies to other entities, it is not clear how it would apply. For example, if
it refers to any entity that charges a DHS entity for an item or service that, in turn,
is included on the DHS entity’s bill or cost report, it raises the same concerns as
the noted above, i.e., it would appear to make virtually any vendor to a DHS
entity into a DHS entity itself.

MedPac Proposal

The preamble to the Proposed Rule also notes that MedPac had recommended expanding the
types of relationships that constitute physician ownership of a DHS entity, so that a physician
would be deemed to own a DHS entity if the physician has an ownership interest in an entity that
derives a “substantial” proportion of its revenue from a provider of DHS. Although this
approach has not been adopted in the Proposed Rule, the Proposed Rule solicits comments on
implementation of the MedPac approach, either in combination with or instead of the proposed
approach, and also solicits comments on how to define the word “substantial” for purposes of the
MedPac approach. If physician ownership in a company that receives a “substantial” proportion
of its revenue from a provider of DHS is deemed to be an ownership interest for physician self-
referral law purposes, physician ownership of any such company that provides only a portion of
DHS would be prohibited. Many mobile service providers do business primarily with hospitals,
so almost any definition of “substantial” likely would preclude physician investment in such
businesses. For the reasons stated above, physician investment can help to bring new technology
to communities, and is already adequately limited by the currently applicable physician self-
referral law rules, including the indirect compensation exception. It is not necessary to sweep
away all physician investment in order to address specific identified abuses that can be addressed
in a more focused manner.

Thank you for the opportunity to submit these comments.
Very truly yours,
)
&
Joan Polacheck

JP/bis

CHI99 4870632-1.061813.0010
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VIA FEDERAL EXPRESS

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1835-P

P.O. Box 8018

Baltimore, MD 21244-8018

Re:  File Code CMS-1385-P Physician Self-Referral Provisions

Dear Sir/Madam:

Please allow this letter to serve as comments to the above referenced Proposed Rule
published by the Centers for Medicare and Medicaid Services ("CMS") on July 12, 2007 in the
Federal Register. This Proposed Rule is intended to address CMS' expressed concerns regarding
potentially abusive arrangements between health care providers.

After reviewing such Proposed Rule, we have certain comments for your consideration as
outlined below. We believe such comments are consistent with protecting against Medicare
Program ("Program") and patient abuse while serving to except legitimate relationships which
have a longstanding basis and which have formed the basis of long term strategic planning. We
also believe that, on balance, smaller hospital operations as well as rural hospitals are at greater
risk as a result of these proposals.

Consequently, please find below our comments.'

1. Unit-of-Service (Per-Click) Payments in Space and Equipment Leases. The
Proposed Rule would add language to the space and equipment lease exceptions that would
prohibit unit-of-service or "per-click" rental charges to a physician-lessor for services rendered
by an entity-lessee to patient referred by such physician. CMS has stated that it believes such
arrangements are "inherently susceptible to abuse” because the physician-lessor has an incentive
to profit from referring a higher volume of patients to the entity-lessee.” We believe the
Proposed Rule is directly contrary to Congress' stated legislative intent and reverses CMS prior
analysis in the Phase I rulemaking. It also ignores the challenges that smaller hospitals have with
access to capital.

! References to page numbers within the Proposed Rule are taken from the Federal Register published July 12, 2007
(Vol. 72, No. 133).
2 Page 38,183.
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In an August 4, 1993 House Conference Agreement, Congress expressed its intent related
to charges for space and equipment leases.

The conferees intend that charges for space and equipment leases may be based on daily,
monthly, or other time-based rates, or rates based on units of service furnished, so long
as the amount of the time-based or unit of service rates does not fluctuate during the
contract period based on the volume or value of referrals between the parties to the lease
or arrangement.3

In the commentary to the Phase I rulemaking, CMS acknowledged this intent and
provided that in reviewing the legislative history with respect to the exception for space and
equipment leases, it concluded that "Congress intended that time-based or unit-of-service based
payments be protected, so long as the payment is at fair market value at inception and does not
subsequently change during the lease term in any manner that takes into account DHS referrals.
CMS further stated that "per use" rental payments would be protected, even for services
performed on patients referred by the physician-lessor, provided the "per use" rental payment
was fair market value and did not vary over the lease term.” CMS would not require a separate
payment arrangement for the use of equipment on patients referred by the physician-lessor. 6

n4

Many providers have relied in good faith on the position of Congress, as interpreted by
CMS, in structuring commercially reasonable, fair market value lease arrangements with "per
click" rental charges that are not determined in a manner that takes into account the volume or
value of any referrals or other business generated between the parties. Speaking for providers
that we assist in evaluating these options, their intent has not been to circumvent the law or to
cause increased costs to the federal health care programs. Rather, these "per click" arrangements
provide a cost-effective means for a hospital, physician group, and/or other health care providers
to share the business risk in bringing cutting-edge treatment modalities and higher quality into
the community in which they serve. The Proposed Rule, which would force the hospital to bear
all of the business risk, would effectively eliminate the provision of certain part-time or mobile
health care services, including mobile lithotripsy services, thereby limiting access to health care
in smaller communities where there is not sufficient volume to support the full-time provision of
such modalities.

In light of the above-noted legislative history, the Proposed Rule is directly contrary to
the published intent of Congress. Further, CMS' own commentary to the Phase I rulemaking
acknowledges that these exceptions were intended by Congress to permit "per click” payments,
regardless of whether such payments were for services performed on patients referred by a
physician-lessor.

In sum, we believe that a modification of CMS' proposed clarification of the use of
percentage-based compensation arrangements in lease agreements will effectively address the

> H.R. Rep. No. 103-213, at 814.

* 66 Fed. Reg. 856, 876 (Jan. 4, 2001).
‘Id.
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risk of abuse from lease arrangements, without contravening the expressed intent of Congress.
The modification we recommend could be a prohibition on a percentage of DHS revenues but
allow other percentage formulas, such as those for personally performed services and those based
on actual costs (e.g., actual costs plus some fair market value percentage mark-up). An outright
prohibition on arrangements involving percentage calculations could disrupt many other types of
innocuous relationships in the health care field.

2. Services Furnished "Under Arrangements". The Proposed Rule would also
change the definition of "entity" under the Stark law regulations to include both the entity that
submits to the claim to Medicare for designated health services ("DHS") and the entity that
performs the DHS (i.e., the under arrangements service provider). CMS notes its concern with
the risk of overutilization for services provided under arrangements, particularly those services
which are separately paid under Medicare.” CMS is also concerned that the services furnished
under arrangements are furnished in a less medically-intensive setting than the hospital but billed
at a higher hospital outpatient rate.®

We believe the definition in the Proposed Rule is contrary to the historical intent of
Congress and CMS' longstanding policies. Legislative history indicates that Congress intended
that certain services be provided "under arrangements" to a hospital.’” Further, CMS' own
policies permit hospitals to furnish certain services through a service agreement with
independent providers.

Further, both Congress and CMS have historically considered such arrangements to
create a compensation arrangement, as opposed to an ownership interest. Congress created a
compensation exception for under arrangement services at Subsection (e)(7)(A) of the Act.'?
Further, the Stark law regulations provided that an "under arrangements' contract between a
hospital and an entity owned by one or more physicians (or group of physicians) providing DHS
'under aI;rlangements' to the hospital" shall not be considered an ownership or investment
nterest.

The Proposed Rule, by prohibiting referrals by a physician to an entity that performs the
DHS, would effectively make the "under arrangements" relationship an ownership interest in the
hospital, contradicting long-settled law on this matter. If such arrangements continue to be
viewed as problematic, perhaps CMS could first undertake more aggressive enforcement efforts
to ensure compliance with the standards of the relevant Stark law exception, for example,
whether the arrangement is fair market value. It could also survey quality data and ascertain
whether these relationships, as we feel, serve to enhance quality.

7 Page 38,186.

S1d

° H.R. Rep. No. 103-213, at 815.

12 As an aside, this exception also references "compensation per unity of service”, further indicating Congress' intent
on this method of compensation.

141 C.F.R. § 411.354(a)(3)(iv).




Centers for Medicare and Medicaid Services
August 30, 2007
Page 4 of 4

Along this line, the Proposed Rule is also very problematic for small and rural hospitals
and other providers insomuch as it ignores several very common and non-abusive effects of
"under arrangements services." CMS purports that "there appears to be no legitimate reason for
these arranged services other than to allow referring physicians the opportunity to make money
on referrals for separately payable services."'> CMS fails to acknowledge that many of these
arrangements are the most cost effective manner for hospitals to provide certain DHS. Access to
capital at reasonable costs in today's marketplace is not easy for hospitals. Further, most of these
arrangements are clinically driven by physician-directed protocols. Involving physicians in the
management of the care provided helps to align incentives related to quality and patient safety
rather than to cause such incentives to diverge as CMS suggests. Some arrangements are not
merely just an extension of the physicians' practice but also a means for the hospital to provide
comprehensive, cost effective, high quality, diagnostic and therapeutic services.

As a further aside, we believe the Proposed Rule also creates unnecessary ambiguity.
The term "performs" is left undefined by the Proposed Rule. Therefore, it is unclear whether an
entity that performs a component of the DHS "performs" the DHS. Under the Proposed Rule, we
believe that an entity that provides management services does not "perform" the DHS for
purposes of this proposed definition.

On a final and related note, we also believe that the MedPac proposal is also contrary to
the basic tenets of a hospital being able to provide services under arrangements as described
above. Again, in sum we propose that CMS address the issue with respect to fair market value
and percentage compensation methodologies and reconsider this proposed change.

* * %*

Thank you for your consideration of these comments. We look forward to your
responses to these comments when the Final Rule is issued.

Sincerely,
HALL, RENDER, KILLIAN, HEATH & LYMAN, P.C.
Gregg M. Wallander

Erin D. Abraham, Esq.

595580v1

12 page 38,186.



ORTHOPALEDIC
CLINIC

James R. Whatley, M.D.
Ronald W. Hillyer, M.D.
David W. Scott, M.D.
Frazier K. Jones, M.D.
Todd M. Sheils, M.D.

Christopher D. Adams

Rheumatologist

Marion R. Fuller, CME

Administrator

18 Medical Arts Center
121 North 20th Street
P.O. Box 2125
Opelika, AL 36803-2125
(334) 749-8303
1-800-327-6519
Fax: (334) 745-5243

762 A East Glenn Avenue
Auburn, AL 36830
(334) 501-2290
Fax: (334) 501-2293

www.theorthoclinic.com

(14,

August 29, 2007

Centers for Medicare & Medicaid Services
Department of Health & Human Services
Attention: CMS-1385-P.

Mail — Stop C4-26-05

7500 Security Boulevard

Baltimore, MD. 21244-1850

RE: File Code CMS - 1385-P
To Whom It May Concern:

As Medicare participating providers, we appreciate the opportunity to
voice our comments concerning a possible change by CMS of its
interpretation of the In-Office Ancillary Exemption. We like you, are
concerned about the integrity of the Medicare program both fiscally and
ethically. From our experience we feel a “closer” or “tighter” interpretation of
the in-office ancillary exemption will not accomplish the desired results.

Our experience having physical therapy as part of our practice has shown:

1. Improved communication between the patient, therapist and
physician. If a question or problem arises it can be addressed
immediately with all parties being present if necessary, thus
enhancing outcomes and quality.

2. To be more cost effective by reducing the number of visits and/or
modalities versus independently owned therapy facilities.

3. To be convenient for the patient in terms of location and
scheduling appointments. Many times patients are able to
initiate treatment the same day they are seen by their physician.
This is valuable to patients from outlying areas that would have
to make an additional trip for treatment.

4. To be able to develop, implement and revise, if necessary,
specific protocols for treatment of specific problems. Since only
our patients are treated by our therapy department, this insures
that standards are met and maintained, resulting in improved
outcome.

5. To enhance continuity of care.

Caring for you means caring about you.
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Many argue the In-Office Ancillary Exemption has led to over-utilization
resulting in higher healthcare costs. Our experience has shown improved
patient care and decreased utilization resulting in lower cost.

We appreciate the opportunity to share our thoughts concerning this very
important matter.

Sincerely,

B\WW) ¢ Md}zu}

Ja Whatley,

!////"/ " // //

yerM

g/ /Kr////

DAvid W.-S&ott, »

Frazier K. Jones, M.D.

Christopher A. Adams,

Toda . Sheils, M.D.

Caring for you means caring about you.
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August 30, 2007

Centers for Medicare & Medicaid Services
Department of Health and Human Services

Attention: CMS-1385-P

Mail Stop C4-26-05

7500 Security Boulevard, Baltimore, MD 21244-1850

FILE CODE: CMS-1385-P
To Whom It May Concern:

By way of background, DMS Imaging, Inc. (DMSI) provides mobile imaging services in
many parts of the United States. DMSI provides these services as an IDTF. Virtually all
of our IDTF services are provided to patients at critical access hospitals and small rural
clinics. We are proud of our service to patients who would otherwise have to travel or
perhaps even delay care if mobile imaging services were not available.

The following are our comments and recommendations regarding CMS-1385-P.
“IDTF ISSUES”

Physician Supervision:

The proposed rule in which a physician providing general supervision could oversee only
three IDTF mobile units will significantly impact the consistency and quality of care
delivered by mobile IDTFs. Requiring multiple physicians will result in different
approaches to patient care and make coordinating care between physicians difficult,
particularly for those organizations that have multiple mobile IDTFs.

In addition, rural or frontier areas served by mobile IDTFs do not have a large pool of
physicians qualified to serve as supervising physicians. For example, one site could be
serviced by five separate mobile units, (i.e., Ultrasound, MRI, CT, DEXA, and Nuclear
Medicine). If one physician can supervise only 3 mobile units, this small community
would need 2 to 3 supervising physicians. Given the existing shortage of physicians in
rural areas, it is apparent that services will be limited because of lack of physicians to
cover as a supervising physician.

In summary, it is not logistically, financially, or operationally feasible for any company
to employ or utilize the services of numerous physicians as supervising physicians.
Mobile companies already have established corporate committees, policies and
procedures that govern the operations for all mobile units and IDTFs. It would appear

An éOTTERTAlL Company



procedures that govern the operations for all mobile units and IDTFs. It would appear
that this requirement will add additional expenses and administrative overhead to an
existing system that is compliant with the Joint Commission Standards for patient safety
and quality, as well as the requirements of the Nuclear Regulatory Commission and other
accrediting agencies. This approach will drastically change the way a mobile IDTF
operates without improving the quality of care. Moreover, it raises serious doubts as to
the financial viability of offering mobile IDTF services to communities who either cannot
afford to offer the services in their community or cannot attract the personnel necessary
to deliver the services on their own.

We recommend CMS consider utilizing a single medical director for an organization’s
general supervision requirement in lieu of individual supervising physicians per mobile
IDTEF. This would be a similar approach to that which is taken in other areas within the
health care industry where a single medical director oversees the clinical and quality
areas for a health care organization which may have multiple locations. CMS’ goal of
ensuring high quality service and compliance with the performance standards can be
accomplished through a single medical director for general supervision. In those
instances where more supervision is required it is already being provided in those
situations where direct supervision is required. All mobile IDTFs already employ or
contract with physicians to provide direct supervision as required by CMS guidelines.

Definition of Mobile IDTF:

It would be beneficial to define what is considered a mobile IDTF. We have received
conflicting information regarding the definition from various Medicare Carriers. For
example, one carrier has defined that a separate mobile IDTF be required for each piece
of equipment while another has defined a mobile IDTF at the organizational level which
may have multiple practice locations and multiple pieces of equipment all encompassed
in one Mobile IDTF. Please clarify the CMS position on what is a Mobile IDTF.

Sharing of Space for Mobile IDTF:

We do not agree that the standard prohibiting sharing of space should be applied to
mobile IDTFs. Mobile units for example do not have bathrooms or waiting areas for
patients because of space limitations. Additionally, there are many types of mobile
IDTFs, which by their very nature require space at the facility to conduct the test (for
example, ultrasound and mammography). Therefore, patients need to register and wait in
a location that is apart from the mobile unit, which is generally the facility where the
services are provided. In summary, the proposed standard is impractical for a mobile
IDTF to comply with and should not be extended to mobile IDTFs.

“PHYSICIAN SELF REFERRAL PROVISIONS”

Contract Employees:
Given the challenges of recruiting and retaining qualified staff in rural areas that meet the
CMS guidelines, it is sometimes necessary to contract with an agency to provide



temporary staffing services until a permanent employee can be hired. This is consistent
with the staffing practices in healthcare facilities across the country. Contracted personnel
are trained and governed in accordance with all of the policies and procedures an
employee would be subject to. Without the ability to use contract personnel, an
organization may need to limit or discontinue services to beneficiaries. In summary, the
proposed standard is impractical for a mobile IDTF to comply with and should not be
extended to mobile IDTFs.

Respectfully Submitted,

Chief Executive Officer
DMS Health Group




& (20

Sutter Health
With You. For Life. Office of the General Counsel
Ethics & Compliance Services
Legal Services
Risk Services
August 29, 2007 2200 River Plaza Drive

Sacramento, CA 95833

Mark McClellan, Administrator

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

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1385-P;
INDEPENDENT DIAGNOSTIC TESTING FACILITY ISSUES;
Comments to Medicare Program; Proposed Revisions to Payment Policies
Under the Physician Fee Schedule

Dear Mr. McClellan:

These comments are submitted on behalf of Sutter Health, a charitable nonprofit health system

that operates in California and Hawaii. Affiliates of Sutter Health operate imaging centers that

are certified under the Medicare program as independent diagnostic testing facilities (“IDTFs”).
These comments concern IDTF issues only.

Self-Insurance Issues

The proposed rule provides that IDTFs must have a “comprehensive liability insurance policy of
at least $300,000 per location that covers both the place of business and all customers and
employees of the IDTF. The policy must be carried by a non-relative owned company. Failure
to maintain required insurance at all times will result in revocation of the IDTF’s billing
privileges retroactive to the date the insurance lapsed. IDTF suppliers are responsible for
providing the contact information for the issuing insurance agent and the underwriter.”’

a. Apparent Prohibition on Self-Insurance. Despite commentary in the preamble to
the proposed rules to the contrary, the language of the regulation provides that the insurance be
purchased from a “non-relative owned company.” It appears to be contradictory to provide in
the preamble that this does not preclude self-insurance. If self-insurance is permitted, the
requirement that the insurance be purchased from a “non-relative owned company” should be
removed, or replaced with a provision that permits an alternate method of meeting the
requirement by maintaining insurance through a relative-owned company that has been approved

' See Proposed Rule 42 C.F.R. 410.33 at 72 Fed. Reg. 38222 (July 12, 2007).

GFL_L_CMS_Independent Diagnostic Testing Facility Issues_08-29-07.doc
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by a state department of insurance or comparable state agency or that can be validated by a
placing broker.

Proposed Change: Eliminate the requirement that IDTF insurance be purchased from a “non-
relative owned company” so long as the IDTF can provide evidence of the legitimacy of its self-
insurance program from specified third parties.

b. Verification Requirements—Self-Insurance.

Commentary to the proposed rule provides that:

“[t]he proposed revision will not preclude the use of self-insurance
to demonstrate compliance with the comprehensive liability
insurance policy as long as CMS or our designated contractor can
verify the policy and its coverage provision with an independent
underwriter.”

Self-insurance programs do not make use of underwriters—self-insurance programs insure
healthcare providers in the insured companies that are covered irrespective of the degree of risk.
There is no commercial underwriter per se that is involved that would be available to legitimize
the self-insurance.

CMS’ goal in finding a means to verify the legitimacy of self-insurance programs is
understandable, however, and its needs can be met in an alternate way. It is customary for
legitimate insurance captives to use a placing broker to validate the insurance programs.
Auditors and financial institutions needing to have information on the insurance captive
customarily accept the placing broker’s opinion as to the reasonableness and appropriateness of
the insurance program for known exposures and claims. Legitimizing a self-insurance program
in this way would serve CMS’ purpose by validating the insurance through an independent third

party.

In addition, CMS could accept proof of the approval of the insurance captives from state
agencies in the business of regulating this industry as a means of demonstrating the legitimacy of
the program. Sutter Health’s relative-owned insurance company currently provides general
liability and professional liability to Sutter Health-affiliated IDTFs. This relative-owned
insurance company has obtained a certificate of authority as a captive insurance company from
the State of Hawaii, Commissioner of Insurance, after approval of an application that contained
evidence of the amount and liquidity of its assets relative to the risks assumed; the adequacy of
the expertise, experience and character of the person or persons who will manage it; the overall

2 See 72 Fed. Reg. 38169.




August 29, 2007
Mark McClellan, Administrator
Page 3

soundness of its plan of operation; and the adequacy of the loss prevention programs of the
Sutter insurance captive and its affiliated entities.’ In addition, the Hawaii captive insurance
rules require the Sutter captive to file annual financial reports and be subject to an examination
no less often than every three years by the Insurance Division of the Hawaii Department of
Commerce and Consumer Affairs.* Sutter Health, in its capacity as an employer, has similarly
obtained from the State of California a certificate of consent to self-insure its workers’
compensation liabilities after an application demonstrating its financial strength and
competence.’

Precluding insurance from being provided by a captive insurance company has increased the cost
of caring for Medicare beneficiaries by requiring self-insured entities to purchase duplicative
ADDITIONAL insurance (for claims that are sufficiently provided for already) for its IDTFs.
There is no compelling reason that the risk management resources available to IDTFs should be
limited to policies purchased from commercial insurance companies. Requiring IDTFs to
purchase additional insurance from commercial insurers has unnecessarily increased the cost of
providing diagnostic imaging services to Medicare beneficiaries, while benefiting only the
commercial insurance industry. If self-insurance is to be permitted, it is important that CMS’
rules permit self-insured IDTF’s to have a feasible means of showing the validity of the IDTF’s
insurance.

Proposed changes: Permit insurance provided by a relative-owned company to be legitimized
by:

(1) an opinion by a placing broker as to the reasonableness and
appropriateness of the captive insurance for the risks of the IDTF; and

(2) proof of the program’s approval as an insurance captive by a state
regulatory agency after review of the captive’s financial solvency and ability to pay claims or a
certificate of consent to self-insure from a state regulatory agency so long as the insurance
department has reviewed the company’s financial solvency and ability to pay claims.

Remove the proposed requirement that an independent underwriter validate the captive insurance
program.

Commingling of Space, Equipment and Staff.

?  See 431 Hawaii Rev. Stat. 19-102.
*  See 431 Hawaii Rev. Stat. 19-107, 19-108.
> See 8 Cal. Code of Regs. 15203.
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The proposed rule provides that an IDTF may not “share space, equipment, or staff or sublease
its operations to another individual or organization.”® Commentary to the proposed rule provides
that it would be inappropriate to commingle waiting rooms and receptionists. While we
sympathize with the need to ensure that enrollment and billing requirements are filled, and also
that clinical space and staff are not commingled (e.g., when technical and supervising staff are
disclosed on the 855 form, they should be dedicated to the IDTF during the times that the IDTF
is open), there can be no legitimate reason why non-clinical space and staff may not be shared
such as waiting rooms, receptionists and schedulers. Sharing such personnel and waiting rooms
are common in the healthcare industry, and ceasing such practices can only increase the cost of
providing healthcare services without legitimate benefit. This requirement should be dispensed
with.

Thank you in advance for your consideration. If you have any questions concerning any of these

comments, please do not hesitate to contact me.
=

Most respectfully submj éd,

¢  See proposed 42 C.F.R. 410.33(g)(15).
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VIA OVERNIGHT DELIVERY

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

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1385-P
Physician Self-Referral Provisions
In-Office Ancillary Services Exception

Dear Sir/Madam:

We represent individual physicians, physician group practices, physical therapists, facilities,
freestanding ambulatory surgery centers, institutions and a number of associations and networks
comprised of physicians and physician-related entities and joint ventures. We submit these comments on
their behalf in response to File Code CMS-1385-P, Medicare Program; Proposed Regulations to
Payment Policies Under the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008
published in 72 Federal Register 38122 on July 12, 2007 (“Regulations™).

In particular, this comment addresses the proposed changes to the Physician Self-Referral
Provisions: In-Office Ancillary Services Exception. According to the regulatory preamble, CMS, and
certain comments to the Phase I and Phase II physician self-referral rules, indicate that the In-Office
Ancillary Services Exception is susceptible to abuse. CMS also states that it has received “hundreds of
letters from physical therapists and occupational therapists stating [that] the in-office ancillary services
exception encourages physicians to create physical and occupational therapy practices.” Unfortunately,
however, CMS fails to cite any of the arguments raised in those letters or to elaborate on its “concerns.”’

' We specifically request that CMS elaborate its concerns in this area and acknowledge that the numbers of
letters received on a subject are not always indicative of the gravity of the issue or the need for correction.
Law Offices and Mediation Centers
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Instead, CMS has requested comments on “whether certain services should not qualify for the
exception.” As an example, CMS specifically mentions “any therapy services that are not provided on an
“incident to” basis and services that are not needed at the time of the office visit in order to assist the
physician in his or her diagnosis or plan of treatment.”

Previously, the Phase II Regulatory Preamble included specific inquires from physical
therapists and a professional association representing physical and occupational therapists. In response to
their inquiries, CMS responded that the Stark rules are not the “appropriate vehicle” for the changes
proposed by the therapists and the professional association. 69 Federal Register at 16071 - 16072. We
agree and submit now, more than three years later, that the Stark Law and its regulations are still not the
“appropriate vehicle” for the changes sought by these groups. This is essentially a “turf battle” being
waged by private practice physical therapists against POPTS at the state and now, federal, level, which is
being pursued with an anti-competitive purpose against physician-owned physical therapy services.

If the In-Office Ancillary Services Exception is limited to only those physical therapy services
that are provided as “incident to,” CMS will be using the Stark Law in a manner for which it was never
intended - that is - (1) to change the physician supervision requirements for therapy services provided in
private physician offices’; and (2) to restrict access to therapy services. The Stark Law is intended to
restrict physician referrals to entities with which the physician has a financial relationship that does not
meet an applicable statutory or regulatory exception. The Stark Law does not, and should not, alter
Medicare billing, claims submission or physician supervision policies and requirements, but must work
within those stringent policies to effectuate its purpose.

The concerns raised by CMS regarding “non-incident to” therapy services provided in physician
offices is unwarranted. Many physicians, especially those specializing in orthopaedics, occupational
medicine, and physical medicine and rehabilitation services, are keenly aware of the continuity of care
and successful medical outcomes resulting from an interdisciplinary team approach to surgery, therapy,
rehabilitation, and recovery. Physician office practices have engaged or employed therapists to provide
therapy services within the physician office environment for many years. Such practices, referred as a
POPTS, must, and do, comply with very strict federal laws and regulations, which prevent any improper
relationships, overutilization of services or performance of unnecessary services.

POPTS provides continuous oversight and overall physician supervision, which reduces cost to
the Medicare Program.® It is far superior to situations where the physician only receives periodic, delayed
reports of the patient’s progress. POPTS focus on a team approach for the delivery of health care services
within a physician group practice that is more convenient for the patient, who is always free to choose his
or her therapy provider, and is consistent with current Medicare billing rules and the In-Office Ancillary
Services Exception.

Indeed, this effort reflects an ongoing attempt by physical therapists in private practice and national and
state physical therapy associations to eliminate competition from physician-employed physical therapists and
Physician-Owned PT Services (“POPTS”).

? The In-Office Ancillary Services Exception follows the Medicare physician supervision requirements.
Consequently, whatever level of physician supervision is required for Medicare billing purposes is the same
level of physician supervision required when those services are provided (and protected) under the In-Office
Ancillary Services Exception.

* The continuous physician oversight and supervision reduces cost to the Medicare Program because the
treating physician is continually aware of the patient’s improvement and can modify the therapy regimen as
necessary at each visit.
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Current Medicare billing rules require a physician order before physical therapy services may be
provided to Medicare beneficiaries. Medicare billing rules also permit a physician to provide physical
therapy services or to hire a PT to provide therapy services in-office to the physician practice patients,
provided all of the applicable billing rules are met, and the individual providing the physical therapy
services is appropriately qualified and meets specific Medicare requirements. Nothing in the Stark statute
or regulations prohibits physicians from providing therapy services as a core component of a physician’s
practice so long as such services are “not essentially a separate business enterprise.”” 69 Federal Register
16074. Attempts to modify the In-Office Ancillary Services Exception to prevent physician office
physical therapy services is an unwarranted intrusion into physician practices and significantly impairs a
physician’s right to practice medicine.

Often times, ancillary services are ordered by a physician at one visit, but provided to the patient
on a subsequent visit to the physician’s office. The separate patient encounter may not require a direct
encounter with the physician, and may not be required for Medicare billing purposes. These types of
visits occur routinely in physician offices and may involve all types of ancillary services, not just physical
and occupational therapy services. We strongly urge CMS not to implement changes to the In-Office
Ancillary Services Exception that would restrict access to physical therapy services provided in physician
offices when those services are provided by qualified therapists and when those services are not provided
as “incident to” services.

We encourage CMS to share its “concerns” with the POPTS community for specific feedback
before any decision regarding changes to the exception are-tplemented that would result in restricted
patient access to Physician-Owned Physical Therapy Se

Lenora W, Pate
FOR THE FIRM

ia Ransburg-Brown
THE FIRM

LWP/CRB/cm

4 Most physician group practices, which offer therapy services as an ancillary service to their patients,
generally do not accept PT referrals from physicians who are not a part of the physician office practice.
Consequently, a “separate business enterprise” is rarely an issue.
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BY FEDERAL EXPRESS

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1385-P, Mail Stop C4-26-05
7500 Security Boulevard

Baltimore, Maryland 21244-1850

Re:  File Code CMS 1385 (PHYSICIAN SELF-REFERRAL ISSUES)

Dear Sir or Madam:

We are writing to you on behalf of one of our health system clients described below that
wishes to remain anonymous. On July 2, 2007, as part of its proposed 2008 Medicare Physician
Fee Schedule, the Centers for Medicare and Medicaid Services ("CMS"), proposed substantial
changes in the regulations promulgated pursuant to 42 U.S.C. § 1395nn (the "Stark Law"). As
explained below, while targeting legitimate concerns for the Medicare program, these proposed
regulations carry adverse consequences for hospitals and physicians seeking to avoid the
unnecessary and inefficient duplication of high cost ancillary services (e.g., magnetic resonance
imaging ("MRI") or 64-slice computed tomography ("CT") services) and to gain the benefit of
economies of scale, which would allow the hospital and physicians to price their ancillary
services at a lower cost to patients and payors. These proposed regulations may also have the
unintended consequence of reducing the quality of patient care that hospitals can provide to their
patients.

To address this concern, CMS should either (i) continue to permit ventures that are
owned either wholly or in part by referring physicians to provide services to hospital patients
under arrangements and therefore not adopt the proposed changes to the definition of "entity",
(ii) prohibit physicians from owning or operating such ancillary services so that only a hospital
would be permitted to provide such services, or (iii) come up with some other exception that will
allow hospitals and physicians to provide services to their respective patients on a cost-sharing
basis. Unless one of these actions is taken, many hospitals will be forced to choose between
acquiring, on its own, expensive medical technologies like MRI and CT services, knowing that it
will suffer significant losses from the provision of such services to its patients because it does not
have sufficient demand to operate such services at a profit (because a physician-owned service
draws substantial business away from the hospital service), or not providing such services to its
patients resulting in a substantially diminished quality of patient care.
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Factual Background. CMS issued the proposed regulations at the same time that a
health system, which is recognized as an organization described in Internal Revenue Code
§ 501(c)(3) (the “Health System™), sought our advice in connection with establishing a new
hospital facility in a community that is not considered a rural area under the Stark Law. The
economics of establishing the new hospital in the community are marginal given a level demand
for outpatient services, but the Health System sees the new hospital as a means to further its
charitable health care mission. The ability of such a hospital to survive financially after it opens
will be greatly diminished if it must acquire high cost, high quality medical technologies on its
own if it desires to offer such services to its patients.

In this particular case, a multi-specialty physician practice has already established a large
presence in the community, including diagnostic laboratory and radiology services. The
physician practice, however, lacks the resources or ability to provide inpatient hospital and most
outpatient hospital services to the community. A key factor in the Health System's decision of
whether to establish the hospital is the extent to which it can leverage the community's existing
medical resources, including those of the physician practice, to reduce its capital costs and
operating expenses.

For example, the physician practice owns and operates an MRI and a CT. Although the
physician practice currently provides MRI/CT services to its patients, the practice is not fully
utilizing the MRI or CT and has the capacity to provide such services to patients of the proposed
hospital. Prior to the issuance of the proposed regulations, the Health System and the physician
practice discussed the possibility of structuring a relationship that would allow the new hospital
facility to utilize the physician practice's MRI and CT.

The Health System had proposed that the physician practice establish a full-service office
at the new hospital facility, which would include the physician practice's MRI and CT
capabilities. The Health System and physician practice would structure the lease to comply with
the Stark Law exception for office space rentals. See 42 C.F.R. § 411.357(a). The Health
System could then access the MRI and CT for the hospital's inpatient and emergency room
patients on a "per click" basis in accordance with the existing Stark Law compensation rules.

See 42 C.F.R. §§ 411.354(d)(2) and (3) and 42 C.F.R. §§ 411.357(1) and (p). The hospital would
then bill for these diagnostic imaging services "under arrangements" as part of its APC
ambulatory or DRG inpatient charges, as applicable. The physician practice, in turn, would
continue to provide its patients with MRI and CT services pursuant to the Stark Law exception
for in-office ancillary services. See 42 C.F.R. § 411.355(b). It should be noted that, as a result
of this proposed arrangement, referrals of such services from the physician practice to the new
hospital or other providers affiliated with the Health System would not likely increase, in part,
because the physician group already owns and provides MRI/CT services and will likely
continue refer any potential "outpatients" to the group's MRI/CT. Likewise, with respect to
inpatients of the new hospital, the Medicare program will not suffer any increased costs from the
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ordering of MRI/CT services by members of the physician group because those services will be
considered part of a diagnosis-related group that is paid under the prospective payment system.

Impact of Proposed Regulations. The proposed regulations eliminate the ability of the
Health System to utilize the physician practice's MRI and CT on a "per click" and "under
arrangements" basis for hospital patients.

First, the proposed regulations largely reverse CMS's present interpretation of the
"volume or value" standard as it applies to "per-click" arrangements. In Phase II, CMS allowed
per-click compensation if the per-click fee was fair market value for the services or items
actually provided and did not vary during the course of the agreement based on DHS or other
referrals. See, e.g., 69 Fed. Reg. 16054, at 16069 (March 26, 2004); see also 42 C.F.R.

§§ 411.354(d)(2) and (3). CMS now finds such arrangements to be "inherently susceptible to
abuse" because "the physician lessor has an incentive to profit from referring a higher volume of
patients to the lessee." 72 Fed. Reg. 38122, at 38183 (July 12, 2007). To address this valid
concern, CMS proposes to disallow all "per-click" compensation in lease arrangements if the
per-click charge reflects "services provided to patients referred by the lessor to the lessee." See
Prop. Reg. 42 C.F.R. §§ 411.357(a)(5) and (b)(4). CMS notes that "[s]Juch arrangements could
take the form of a physician leasing equipment that he or she owns to a hospital, and receiving a
per-use (per-click) fee each time a patient is referred by the physician-owner to the hospital for
the use of the equipment." 72 Fed. Reg. at 38182.

Second, the proposed regulations prevent the Health System from obtaining MRI and CT
services from the physician practice "under arrangements" by revising the definition of an
"entity" for Stark Law purposes. The proposed regulations revert to a prior CMS proposal that
the term "entity" would include persons or entities that perform, but do not bill for, DHS. CMS
first announced this interpretation in the 1998 proposed Stark Law regulations. At that time,
CMS stated:

We also believe that a physician can have an incentive to
overutilize services if he or she has a financial relationship with the
entity that directly furnishes designated health services, even if this
is not the entity ultimately billing for the services. In these
situations, the physician can potentially recognize a profit from
each referral based on the fact that the designated health services
will, in essence, be sold to the entity that bills.

63 Fed. Reg. 1659, at p. 1707 (Jan. 9, 1998). Phase II took a less onerous approach, interpreting
an "entity" as including only the person or entity that bills Medicare for the DHS, and not the
person or entity that performs the DHS (where the person or entity performing the DHS is not
the person or entity billing for it). See, e.g., 42 C.F.R. § 411.351; see also 72 Fed. Reg. at 38186.
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CMS believes that the "risk of overutilization" that it identified in 1998 now requires it to
modify the definition of the term "entity" to include individuals or organizations that perform
(but do not bill for) DHS. See Prop. Reg. 42 C.F.R. § 411.351 In commentary to the proposed
regulation, CMS specifically addresses imaging joint ventures. CMS states:

We have received anecdotal reports of hospital and physician joint
ventures that provide hospital imaging services formerly provided
by the hospital directly. There appears to be no legitimate reason
for these arranged for services other than to allow referring
physicians an opportunity to make money on referrals for
separately payable services. Many of the services furnished by the
joint venture were previously furnished directly by the hospitals
and, in most cases, could continue to be furnished directly by the
hospitals.

72 Fed. Reg. at 38186. This change effectively eliminates the Health System's ability to
purchase MRI and CT services "under arrangements" from the physician practice. Under this
proposed regulation, the physician practice would be considered an "entity" that is performing
DHS (inpatient and outpatient hospital services) that are referred by physicians in the physician
practice for which no Stark Law exception exists because the community is not "rural" for Stark
Law purposes. Not only does this modification prohibit the Health System's proposed structure
for imaging services at the new hospital facility, but it will likely decrease the scope and,
perhaps, quality of all "under arrangements" services in non-rural areas with limited demand for
high cost, high quality services.

Finally, the proposed regulations leave the Health System with few options for providing
MRI and CT services to inpatients and outpatients of the new hospital facility. For example, the
Health System could purchase the MRI and CT owned by the physician practice (if it were
willing to sell the equipment to the new hospital, which is unlikely) to use on the hospital's
inpatients and outpatients. However, the Health System could not recoup a portion of these
capital costs by leasing the MRI and CT back to the physician practice for use by the practice on
its own patients when the same is not being used by the hospital (the likely condition for the sale
of the equipment to the hospital). It is our understanding that it is CMS's view that joint use of
the imaging equipment, space and personnel would violate the public awareness requirement of
the provider-based regulations. See 42 C.F.R. § 413.65(d)(4). Likewise, even if the Health
System were to forego billing for the imaging services as provider-based, the Health System
could not bill for the services that it provided to hospital inpatients and outpatients as an
independent diagnostic testing facility ("IDTF") and then, during down times, lease the MRI and
CT to the physician practice to recover a portion of its capital costs. The proposed regulations
would also prohibit an IDTF from sharing its equipment, space and personnel with the physician
group. See Prop. Reg. 42 C.F.R. § 410.33(g)(195).
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If the proposed regulations are adopted as drafted, the cumulative effect of the resulting
regulatory matrix will force the Health System to choose between duplicating the physician
practice's capital costs and staffing expenses by acquiring its own MRI and CT and operating the
service at a substantial operating loss or not offering needed high cost, high quality ancillary
services. It should also be noted that, as neither the physician practice nor the hospital will be
able to gain the economies of scale that would otherwise result, both the physician practice and
the hospital will need to price these services at a higher cost to patients than would otherwise be
necessary.

CMS Should Provide Continue to Permit the Performance of Under Arrangement
Services by Physician Groups. The proposed regulations target legitimate areas of concern for
CMS, but the implementation of these proposed changes will likely eliminate many legitimate
under arrangement service arrangements, particularly in areas that do not have sufficient demand
to support multiple, competing high cost, high quality services. Therefore, CMS should either (1)
continue to permit ventures that are owned either wholly or in part by referring physicians to
provide services to hospital patients under arrangements and therefore not adopt the proposed
changes to the definition of "entity", (ii) prohibit physicians from owning or operating such
ancillary services so that only a hospital would be permitted to provide such services (thereby
ensuring sufficient demand for the hospital service), or (iii) come up with some other exception
that will allow hospitals and physicians to provide services to their respective patients on a cost-
sharing basis.

Unless one of these actions is taken, many hospitals will be forced to choose between
acquiring, on its own, expensive medical technologies like MRI and CT services, knowing that it
will suffer significant losses from the provision of such services to its patients (and at a higher
than necessary cost to patients) because it does not have sufficient demand to operate such
services at a profit (because a physician-owned service draws substantial business away from the
hospital service), and not providing such services to its patients resulting in a substantially
diminished quality of patient care.

Please do not hesitate to give me a call if you would like to discuss the foregoing issues.
Thank you for you attention to this issue.

Very truly yours,

Dl € LY

Thomas E. Dutton
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Added Qualifications Pain Management
Interventional Treatment for Chronic Pain

August 30, 2007

Kerry Weems

Administrator Nominee

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

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS-1385-P
Dear Mr. Weems:

| would like to thank you for the opportunity to comment on the Proposed Rule CMS-1385-P, “Revisions to
Payment Policies under the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008” (the
“Proposed Rule”) published in the Federal Register on July 12, 2007 As requested, | have limited my comments
to the issue identifiers in the Proposed Rule.

There are approximately 7,000 physicians practicing interventional pain management in the United States
I am included in this statistic. As you may know physician offices, along with hospital outpatient
departments and ambulatory surgery centers are important sites of service for the delivery of
interventional pain services.

| appreciated that effective January 1, 2007, CMS assigned interventional pain and pain management
specialties to the “all physicians” crosswalk. This, however, did not relieve the continued underpayment of
interventional pain services and the payment shortfall continues to escalate. After having experienced a
severe cut in payment for our services in 2007, interventional pain physicians are facing additional
proposed cuts in payment; cuts as much as 7.8% to 19.8% in 2008 alone. This will have a devastating
affect on my and all physicians’ ability to provide interventional pain services to Medicare beneficiaries. | am
deeply concerned that the continued underpayment of interventional pain services will discourage
physicians from treating Medicare beneficiaries unless they are adequately paid for their practice expenses.
| urge CMS to take action to address this continued underpayment to preserve Medicare beneficiaries’
access.

The current practice expense methodology does not accurately take into account the practice expenses
associated with providing interventional pain services. | recommend that CMS modify its practice expense
methodology to appropriately recognize the practice expenses of all physicians who provide interventional
pain services. Specifically, CMS should treat anesthesiologists who list interventional pain or pain
management as their secondary Medicare specialty designation, along with the physicians that list
interventional pain or pain management as their primary Medicare specialty designation, as “interventional
pain physicians” for purposes of Medicare rate-setting. This modification is essential to ensure that
interventional pain physicians are appropriately reimbursed for the practice expenses they incur.

238 N. Midwest Blvd., Suite 201 e Midwest City, OK 73110 e Ph (405) 733-5900 e Fax (405) 733-5905
1




RESOURCE-BASED PE RVUs

L CMS should treat anesthesiologists who have listed interventional pain or pain
management as their secondary specialty designation on their Medicare enroliment
forms as interventional pain physicians for purposes of Medicare rate-setting.

Effective January 1, 2007, interventional pain physicians (09) and pain management physicians (72) are
cross-walked to “all physicians” for practice expenses. This cross-walk more appropriately reflects the
indirect practice expenses incurred by interventional physicians who are office-based physicians. The
positive affect of this cross-walk was not realized because many interventional pain physicians report
anesthesiology as their Medicare primary specialty and low utilization rates attributable to the
interventional pain and pain management physician specialties.

The practice expense methodology calculates an allocable portion of indirect practice expenses for
interventional pain procedures based on the weighted averages of the specialties that furnish these
services. This methodology, however, undervalues interventional pain services because the Medicare
specialty designation for many of the physicians providing interventional pain services is anesthesiology.
Interventional pain is an inter-disciplinary practice that draws on various medical specialties of
anesthesiology, neurology, medicine & rehabilitation, and psychiatry to diagnose and manage acute and
chronic pain. Many interventional pain physicians received their medical training as anesthesiologists
and, accordingly, clinically view themselves as anesthesiologists. While this may be appropriate from a
clinically training perspective, their Medicare designation does not accurately reflect their actual physician
practice and associated costs and expenses of providing interventional pain services.

This disconnect between the Medicare specialty and their practice expenses is made worse by the fact
that anesthesiologists have the lowest practice expense of any specialty. Most anesthesiologists are
hospital based and do not generally maintain an office for the purposes of rendering patient care.
Interventional pain physicians are office based physicians who not only furnish evaluation and
management (E/M) services but also perform a wide variety of interventional procedures such as nerve
blocks, epidurals, intradiscal therapies, implant stimufators and infusion pumps, and therefore have
practice expenses that are similar to other physicians who perform both E/M services and surgical
procedures in their offices.

Furthermore, the utilization rates for interventional pain and pain management specialties are so low that
they are excluded from Medicare rate-setting or have very minimal affect compared to the high utilization
rates of anesthesiologists. CMS utilization files for calendar year 2007 overwhelming report
anesthesiologists compared to interventional pain physicians and pain management physicians as being
the primary specialty performing interventional pain procedures. The following table illustrates that
anesthesiologists are reported as the primary specialty providing interventional pain services compared to
interventional pain physicians

CPT Code Anesthesiologists -05 Interventional Pain
{(Non-Facility) Management Physicians -
09
{Non-Facility)

64483 (Inj foramen epidural I/s) 59% 18%

64520 (N block, lumbar/thoracic) 68% 15%

64479 (Inj foramen epidural c/t) 58% 21%

62311 (Inject spine I/s (cd)) 78% 8%

The high utilization rates of anesthesiologists (and their extremely low practice expenses) drive the
payment rate for the interventional pain procedures, which does not accurately reflect the resource
utilization associated with these services. This results in payment rates that are contrary to the intent of
the Medicare system—physician payment reflects resources used in furnishing items and services to
Medicare beneficiaries.
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| urge CMS to make a modification to its practice expense methodology as it pertains to interventional
pain services such that its methodology treats physicians who list anesthesiology as their primary
specialty and list interventional pain as their secondary specialty designation as interventional pain
physicians for rate-setting. This pool of physicians should be cross-walked to “all physicians” for practice
expenses. This will result in a payment for interventional pain services that is more aligned with the
resources and costs expended to provide these services to a complex patient population.

I urge CMS not to delay implementing our proposed recommendation to see if the updated practice
expenses information from the Physician Practice Information Survey (‘Physician Practice Survey”) will
alleviate the payment disparity. While | believe the Physician Practice Survey is critical to ensuring that
physician services are appropriately paid, | do not believe that updated practice expense data will
completely resolve the current underpayment for interventional pain services. The accurate practice
expense information for interventional pain physicians will continue to be diluted by the high utilization
rates and associated low practice expenses of anesthesiologists.

Il CMS Should Develop a National Policy on Compounded Medications Used in
Spinal Drug Delivery Systems

We urge CMS to take immediate steps to develop a national policy as we fear that many physicians who
are facing financial hardship will stop accepting new Medicare beneficiaries who need complex,
compounded medications to alleviate their acute and chronic pain. Compounded drugs used by
interventional pain physicians are substantially different from compounded inhalation drugs.
Interventional pain physicians frequently use compounded medications to manage acute and chronic pain
when a prescription for a customized compounded medication is required for a particular patient or when
the prescription requires a medication in a form that is not commercially available. Physicians who use
compounded medications order the medication from a compounding pharmacy. These medications
typically require one or more drugs to be mixed or reconstituted by a compounding pharmacist outside of
the physician office in concentrations that are not commercially available (e.g., concentrations that are
higher than what is commercially available or multi-drug therapy that is not commercially available).

The compounding pharmacy bills the physician a charge for the compounded fee and the physician is
responsible for paying the pharmacy. The pharmacy charge includes the acquisition cost for the drug
ingredients, compounding fees, and shipping and handling costs for delivery to the physician office. A
significant cost to the physician is the compounding fees, not the cost of drug ingredient. The pharmacy
compounding fees cover re-packaging costs, overhead costs associated with compliance with stringent
statutes and regulations, and wages and salaries for specially trained and licensed compounding
phamacists bourn by the compounding pharmacies. The physician administers the compounded
medication to the patient during an office visit and seeks payment for the compounded medication from
his/her carrier. In many instances, the payment does not even cover the total out of pocket expenses
incurred by the physician (e.g., the pharmacy fee charged to the physician).

There is no uniform national payment policy for compounded drugs. Rather, carriers have discretion on
how to pay for compounded drugs. This has lead to a variety of payment methodologies and inconsistent
payment for the same combination of medications administered in different states. A physician located in
Texas who provides a compounded medication consisting of 20 mg of Morphine, 6 of mg Bupivicaine and
4 of mg Baclofen may receive a payment of $200 while a physician located in Washington may be paid a
fraction of that amount for the exact same compounded medication. In many instances, the payment to
the physician fails to adequately cover the cost of the drug, such as the pharmacy compounded fees and
shipping and handling. Furthermore, the claim submission and coding requirements vary significantly
across the country and many physician experience long delays in payment.

We urge CMS to adopt a national compounded drug policy for drugs used in spinal delivery systems by
interventional pain physicians. Medicare has the authority to develop a separate payment methodology for
compounded drugs. The Medicare Prescription Drug, Improvement and Modemization Act of 2003 ¢he “MMA”)
mandated CMS to pay providers 106% of the manufacturer’s Average Sales Price (“ASP”) for those drugs that
are separately payable under Part B. The language makes clear that this pricing methodology applies only to
the sale prices of manufacturers. Pharmacies that compound drugs are not manufacturers, and Congress
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never contemplated the application of ASP to specific drug compounds created by phamacies. Accordingly,
CMS has the discretion to develop a national payment policy.

We believe that an appropriate national payment policy must take into account all the pharmacy costs for
which the physicians are charged: the cost of the drug ingredient, the compounding fee costs, and the
shipping and handling costs. We stand ready to meet with CMS and its staff to discuss implementing a
national payment policy.

Il CMS Should Incorporate the Updated Practice Expenses Data from Physician
Practice Survey in Future Rule-Making

I commend CMS for working with the AMA, specialty societies, and other health care professional
organizations on the development of the Physician Practice Survey. | believe that the survey data will be
essential to ensuring that CMS has the most accurate and complete information upon which to base
payment for interventional pain services. | urge CMS to take the appropriate steps and measures
necessary to incorporate the updated practice expense data into its payment methodology as soon as it
becomes available.

v CMS Should Work Collaboratively with Congress to Fix the SGR Formula so that
Patient Access will be preserved.

The sustainable growth rate (“SGR”) formula is expected to cause a five percent cut in reimbursement for
physician services effective January 1, 2008. Providers simply cannot continue to bear these reductions
when the cost of providing healthcare services continues to escalate well beyond current reimbursement
rates. Continuing reimbursement cuts are projected to total 40% by 2015 even though practice expenses
are likely to increase by more than 20% over the same period. The reimbursement rates have not kept up
with the rising cost of healthcare because the SRG formula is tied to the gross domestic product that
bears no relationship to the cost of providing healthcare services or patient health needs.

Because of the flawed formula, physicians and other practitioners disproportionately bear the cost of
providing health care to Medicare beneficiaries. Accordingly, many physicians face clear financial
hardship and will have to make painful choices as to whether they should continue to practice medicine
and/or care for Medicare beneficiaries.

CMS should work collaboratively with Congress to create a formula that bases updates on the true cost of
providing healthcare services to Medicare beneficiaries.

ek

Thank you for the opportunity to comment on the Proposed Rule. My fear is that unless CMS addresses the
underpayment for interventional pain services today there is a risk that Medicare beneficiaries will be
unfairly lose access to interventional pain physicians who have received the specialized training necessary
to safely and effectively treat and manage their complex acute and chronic pain. We strongly recommend
that CMS make an adjustment in its payment methodology so that physicians providing interventional pain
services are appropriately and fairly paid for providing these services and in doing so preserve patient
access.

Sincerely,

Jeffrey P. Meyer, FIPP
Midwest Pain Consult nts, P.C.
238 N. Midwest Blvd., Suite 201
Midwest City, OK 73110
405-733-5900
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Cardiovascular Services of America

August 27, 2007

Herb B. Kuhn, Deputy Administrator (Acting)
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-P

Mail Stop: C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

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

Dear Mr. Kuhn:

On behalf of Cardiovascular Services of America, the Outpatient Cath Lab Company
and our 20 partnered but independently practicing cardiologists, we appreciate the
opportunity to submit comments to the Centers for Medicare & Medicaid Services (“CMS”)
regarding the “Resource-Based PE RVU'’s” section of the above referenced July 2, 2007
Proposed Rule. We are specifically concerned with the 2008-2010 PE RVU'’s established
for non-facility outpatient cardiac catheterization procedure codes and the significant
negative impact that could result for our practice and our patients if these values are
finalized for the 2008 Physicians Fee Schedule.

Cardiovascular Services of America , based in Nashville, TN., is a founding
member of the Cardiovascular Outpatient Center Alliance (COCA) and as such we have
actively been involved in the work that COCA has accomplished this year to collect and
submit direct and indirect cost data to the AMA’s Practice Expense Review Committee
(PERC) of the Relative Value Scale Update Committee (RUC). Unfortunately, this
process did not allow all of COCA’s data to be considered and resulted in PE RVU
recommendations to CMS that severely undervalued the direct and indirect costs
associated with providing these procedures to our patients.

It is apparent from the July 2, 2007 Proposed Rule that CMS has accepted the RUC
recommendations without considering the detailed direct cost information that COCA
provided to CMS in May 2007. The PE-RVU values set out in the July 2 Proposed Rule
would result in a draconian cut in reimbursement for cardiac catheterizations performed in
practice or IDTF locations. For example, if the 2007 conversion factor is applied to the
technical component of the primary three CPT codes for a Left Heart Cath (93510TC,




93555TC, and 93556TC) the reimbursement in 2008 would be cut by 32% and when fully
implemented the total reimbursement would be reduced by 49%. These reductions would
undoubtedly result in the closing of the majority of non-facility outpatient cardiac
catheterization labs in the country forcing all patients who now benefit from improved
access and lower costs into more acute hospital settings.

We request that CMS review the additional cost data provided by COCA and establish PE
RVU'’s for outpatient cardiac catheterization procedures that more reasonably reflect the
direct and indirect costs of providing these procedures. [f the proposed RVU’s are allowed
to stand, the outcome will inevitably that will cost the Medicare program more in direct
APC payments and Medicare patients more in higher deductibles and co-insurance.

Cardiovascular Services of America was founded on the premise of providing cost-
effective care in the most convenient environment for our patients. We have accomplished
these goals by keeping costs lower than hospitals while giving our patients and physicians
an easily accessible and friendly outpatient setting. If these cuts are implemented, our
company, and perhaps this entire segment of the outpatient delivery system, will be
driven out of business.

Thank you for this opportunity to comment on this important issue.

Sincerely,

Mark Donati

Chief Operating Officer
Cardiovascular Services of America
320 Seven Springs Way

Nashville, TN 37027
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August 23", 2007

Amy Bassano

Director, Division of Practitioner Services
Centers for Medicare & Medicaid Services
7500 Security Boulevard, C4-01-26
Baltimore, MD 21244

Re: CMS-1285-P: CY 2008 Physician Fee Schedule Proposed Rule
Practice Expense -- Equipment Usage Percentage

Dear Ms. Bassano:

Thank you for considering this comment on the 2008 Physician Fee Schedule Proposed Rule. I am
a Board Certified Cardiologist (and Nuclear Cardiology), and [ am writing to discuss payment for
Microvolt T-wave Alternans (MTWA) diagnostic test. MTWA is an important tool to determine a
patient’s risk of sudden cardiac death. I am concerned that Medicare payment for physicians for
MTWA is based on an incorrect utilization assumption that results in a significantly lower
payment. CMS should consider the actual utilization of MTWA when calculating the practice
expense for MTWA.

In patients at high risk for sudden cardiac death, Medicare has expanded coverage of implantable
cardioverter defibrillators (ICDs) as a preventive measure. MTWA is extremely valuable in

identifying which patients will benefit most from an ICD. Published data indicates that patients ‘
with negative MTWA tests will typically receive no significant reduction in cardiac arrest-related
deaths, allowing us to identify patients who are more likely to benefit from an ICD.

MTWA testing is a non-invasive procedure that takes about [60] minutes. Unfortunately, the
Medicare Practice Expense formula significantly decreases physician payment for MTWA.
Reimbursement for MTWA is calculated using an “equipment usage assumption” of 50 percent.
The assumption that the MTWA equipment is used 50 percent of the time is inaccurate and results
in an inappropriately low payment. In my practice, MTWA is typically used only for the specific
high-risk patients who will benefit greatly from its analysis. On average, we use MTWA several
times per week, but significantly less than 50 percent of the time.

In order for Medicare to pay appropriately for this valuable technology, and to ensure that
physicians continue to use it for their patients when appropriate, CMS should use the actual usage
rate when available. I would be happy to provide documentation to demonstrate our actual
utilization rate. Please do not hesitate to contact me for this information or if I can answer any
other questions about MTWA.

Sincerely,

B s

Anu Chirala MD, FACC




PR

Patricia A. Ness

DATE: August 21, 2007

TO: Centers for Medicare & Medicaid Services

FROM: Patricia Ness / - %_
/W

SUBJECT: Comments to File Code CMS-1385-P
“PHYSICIAN SELF-REFERRAL PROVISIONS”

I am responding to your solicitation of comments on this subject. For the following
reasons, | am writing to ask CMS not to adopt the requirement that a pathologist be
employed full-time by a physician practice in order to bill the Medicare program for
professional pathology services.

Background Comments

| have worked in the laboratory industry for several commercial laboratories. | have a
very keen sense of the need for quality laboratory work and high levels of service to
patients and physicians alike. [ was a supervisor of client services for one of the large
commercial laboratories for several years. | had a recent experience with my mother that
should shed some light on the issue of using part time pathologists vs. full time. The
specific items are:

¢ My mother had a colonoscopy at age 82 last July in the Chicago suburbs as a
hospital outpatient:

o The procedure was performed on a Monday in the AM. Her GI physician
told her it looked like cancer to him but he needed to have the biopsy
report before a final diagnosis could be rendered.

o On that Friday my mother had not been given the results of her pathology
result. Imagine an 82 year old widow being told by her Gl doctor she may
have cancer and not knowing for certain for 5 days. She was told the
results usually take a week from the hospital.

o My husband, who is a national authority in pathology services, had to call
the GI doctor and threaten legal action if my mother did not have her
results in the following 15 minutes.

o Sure enough, my mother's Gl doctor called her with the resuits. She was
diagnosed with colon cancer. We got a 2™ opinion from a world renowned
Gl pathologist as we did not trust this delayed report.

o She was operated on the next week and the mass was removed.

e The idea that pathologists need to be full time employees does not mean that
Medicare patients, like my mother, get the best level of pathology service. Our

5035 Cartagena Drive, Toledo, OH 43623 419.841.7355 pkness@BEX.net
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Patricia A. Ness

above example is very typical of the majority hospital-based pathologists regard
to service for Medicare patients. A week to ten days is considered normal and
adequate for pathology results by organized pathology. As you can see from my
personal example it is not good medical practice.

o We could have taken my mother to a Cleveland based endoscopy center
for her procedure (2.5 hour drive).

o They have an in-office pathology laboratory on site with a part time
pathologist as a staff member.

o Her tissue biopsy would have been processed the same day in the center
and read by the Gl group’s part time pathologist that afternoon.

o My mother would have been notified of her results the following day.

o Medicare would have been billed by the GI practice for the laboratory
work and paid by the OH Medicare fee schedule.

o Which example, part time pathologist vs. full time pathologist, provided
better medical care for a Medicare beneficiary?

o Which level of service and care would you prefer for your mother, father,
or other Medicare aged family member?

o | feel my mother did not get the best medical care from a full time hospital
based pathologist. She would have been better served by a part time
pathologist working directly in the endoscopy center where her procedure
was performed.

| appreciate the opportunity to contribute my comments to CMS’ understanding of many
issues facing pathology and laboratories in our changing healthcare environment. In
summary, | respectfully request that CMS not adopt the "full time employee" requirement
in order for a physician practice to bill and collect from the Medicare program for the
professional services rendered by its pathologist.

5035 Cartagena Drive, Toledo, OH 43623  419.841.7355 pkness@BEX.net




Attention: CMS-1385-P

Mail Stop C4-26-05

Centers for Medicare and Medicaid Services
Department of Health and Human Services'
7500 Security Boulevard

Baltimore, MD 21244-1850

Dear Sirs:

I am a practicing urologist in St. Louis, MO. Ihave been in clinical practice for nearly 20
years. During this time I have been providing quality lithotripsy and other services to
Medicare patients through joint ventures. I am concerned that the proposed changes by
CMS will adversely affect patient care.

The proposals that are most worrisome are: Under Arrangements, Per Click Fee,
Percentage Fee Arrangements, Stand in the Shoes, and Burden of Proof.

First, Under Arrangements, CMS would not permit hospitals to bill for services provided
by physicians in a “under arrangements” with the hospital. I feel this is an abuse of the
Stark laws and would encourage that it only be applied to services that are know to be
abusive. No one has shown that relationships with urologists and hospitals have been
shown to be abusive. The service delivered is performed by the urologist and not another
entity. It allows state of the art procedures and technology to be available to hospitals
and towns where normally they would not be able to afford them. By joint venturing, the
hospitals can extend these services such as lithotripsy and imrt to under serviced areas.

Even with the cost of technology coming down, hospitals are unwilling or unable to
purchase these technologies that improve patient care and outcomes. Laser turp is a good
example. The laser is a significant cost saver, because patients typically do not need to
be admitted postoperatively, in contrast to the standard turp. The outcomes have been
proven to be excellent and are similar to traditional turp. Without a physician
partnership, this technology would not be available to patients.

As physicians we want the best technology to be available to our patients. In many
instances, individual hospitals do not have enough volume to support a laser. However,
by physician partnerships, this technology can be shared by many hospitals at an
affordable rate. The cost of the equipment is spread among the doctors and the hospitals.

I feel that lithotripsy, laser turp, imrt are good examples of win/win relationships with
patients and their doctors.

Under the Per Click Fee Ban, doctors would be unable to bill for per click fees. This fee
structure was accepted in order to keep the hospitals from having to take unnecessary
risks in providing new services such as with lower volumes.
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Occasionally patients’ services will need services that are less frequently performed and
it is difficult to calculate this in a compensation arrangement.

Percentage Fee prohibition will restrict the way doctors can provide services. By using a
percentage fee arrangement, physicians can balance the differences in payor mix and
shoulder some of the risk that hospitals can take, while at the same time provide fair
reimbursement for the physician.

The next proposed change that I take exception to is the Stand in the Shoes. This
proposal would stipulate that a referral to a ASC owned by a hospital would be the same
as a referral to a DHS facility. This is an overextension of the Stark laws because the
procedures performed at the ASC’s are rarely designated as health services under Stark.

This would likely result in physicians withdrawing from ASC’s.

Finally the Burden of Proof is a proposal that would put the onus on health care providers
to prove their innocence. This is unfairly puts the physician on the defensive since we
are the ones providing the services to the patients. This process would put us in the
position of having to prove the negative, that we had not knowledge of any unfair
arrangement. Furthermore, it is very difficult and controversial how to value services
provided. Fair marked value is often a moving target as patient volumes fluctuate.

I ask that CMS do the following:

Please accept the burden of proof that the law has placed on the one creating the rules,
and not put on the health care providers.

Accept that urological joint ventures that provide therapeutic procedures are not DHS
services, just because of where the services are delivered.

Drop any prohibition of per click or percentage fees as related to these same therapeutic
joint ventures in order to preserve the access ands cost savings that the shared service
model has created.

Clarify that the stand in the shoes provision to except hospital ownership or control in an

ASC to clarify that legitimate joint ventures are not forced to abandon all ASCs with any
hospital participation.

Thank you for listening to my concerns.




G. Albert Dasher, MD Harrison K. Rhee, MD Bradley K. Weisner, MD
rO O Roberto F. Ferraro, MD William C. Rice, MD, FACS Xavier A. Harrison, PA-C
Timothy A. Gajewski, MD G. Kenneth Scholl, Jr, MD A. Holly Thomas, PA-C

John A. Kirkland, Jr., MD Kevin C. Shandera, MD L. Jason Byrd, FNP-C
CCI tS Samuel ). Peretsman, MD, FACS Ralph N. Vick, MD
Thomas H. Phillips, MD Daniel L. Watson, MD, FACS
THE CAROLINAS PLLC
August 2007
VIA FEDERAL EXPRESS
Herb Kuhn

Acting Deputy Administrator

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

Mail Stop C4-26-05

7500 Security Blvd.

Baltimore, MD 21244-1850

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

Dear Acting Deputy Administrator Kuhn:

| am a urologist who practices in the State of North Carolina as a member of
Urology Specialists of the Carolinas, PLLC. With thirteen physicians and five physician
extenders we provide general Urology care to the five county metropolitan area of
Charlotte. We also provide specialized care in advanced laparoscopy, robotics,
incontinence and infertility, which is unique to our practice. | specialize in treating
patients with kidney stone disease and enlarged prostates as well as many other
disease states of the urinary tract. The physicians of Urology Specialists are dedicated
to furnishing the highest quality of medical and surgical urologic care in the State of
North Carolina with a full range of services provided in a convenient, comfortable,
supportive and patient-friendly setting.

As a North Carolina urologist, | thank you for the opportunity to comment on the

Proposed Rule, published by the Centers for Medicare & Medicaid Services (“CMS”) on
July 12, 2007. See 72 Fed. Reg. 38122 (July 12, 2007). Although | commend CMS on
its continuing efforts to develop clear and comprehensive regulations that implement the
Stark Law, | write to express my concems about the changes contained in the Proposed
Rule and the nature of the Preamble discussion with respect to the in-office ancillary
services exception (the “Exception”). 42 U.S.C. § 1395nn(b)(2)(A). Let me begin by
saying that | do not think that changes to the Exception are necessary to protect against
program or patient abuse. In fact, any narrowing of the Exception, or the
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communication with our pathologists, particularly in difficult cases, results in improved
clinical diagnoses and outcomes for our patients.

Because our pathologist is part of our practice, he has access to the patient's
complete medical record, previous biopsies and clinical history, something that cannot
easily be done, if at all, if a member of our practice is forced to rely on community or
large commercial labs. Finally, our pathologist clearly is exercising his prerogative to
affiliate with Urology Specialists in an arrangement of his choosing, something that
might be prohibited by changes to the purchased diagnostic tests rule or a narrowing of
the Exception.

With respect to diagnostic imaging, any narrowing of the Exception might impose
limits on patient access to the very types of diagnostic imaging services that have
become the standard of care in North Carolina and throughout the United States by
restricting or prohibiting non-radiologists from providing CT services to patients in the
office setting. The rapid advance in CT technology, followed by a reduction in
acquisition and installation costs, makes it possible for patients to avoid the
inconvenience of having to see multiple doctors to have CT services performed outside
of their own doctor’s offices. This technology, once considered expensive, cumbersome
and difficult to use, has advanced into available, affordable and indeed indispensable
patient diagnostic tools. As a result, we have incorporated CT technology into our
practice to provide more effective and cost efficient diagnosis and treatment to our
patients. It is important to note that no matter where a North Carolina patient goes for
his or her CT scan, the actual images will be taken by trained technicians who are
licensed by the North Carolina Board of Physicians using the appropriate imaging
technology, and a radiologist will read and interpret the images. There is, therefore, no
clinical, quality of care reason to restrict the definition of in-office ancillary services so as
to eliminate our ability to furnish state-of-the-art diagnostic imaging services in a setting
that is most convenient for our patients and is most efficient with respect to our ability to
make a diagnosis.

The changes suggested by the Proposed Rule, and the nature of the comments
solicited with respect to the Exception, go far beyond what is necessary to protect the
Medicare program from fraud and abuse and to ensure patient care. The Exception as
currently interpreted and applied recognizes that certain employment and contractual
relationships among physicians are beneficial to patients and strike the appropriate
public policy balance between the prophylactic prohibition on self-referrals and the
recognition that certain arrangements not only are appropriate, but also are necessary

to enhance the efficient provision of quality health care.
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Consequently, if the Exception is narrowed in any meaningful way, particularly in
a manner that limits the types of ancillary services that can be provided pursuant to the
Exception or that restricts the ability of physicians or groups to furnish services in the
“same building,” 42 U.S.C. § 1395nn(b)(2)(A)(ii)(l), the manner in which the physicians
of Urology Specialists practice medicine will be severely impacted, and the quality and
convenience of care that we provide to our patients will be significantly compromised.
The practical effect would be to restrict access for our patients to routine medical
procedures that have become the standard of care throughout the country.
Implementation of the proposed changes to the purchased diagnostic test rules would
have a similar effect by limiting our ability to provide such services with anything but full-
time employees. Both potential changes would create an unjustified monopoly for
particular physician specialties to the detriment of patient access and care.

Thank you again for the opportunity to submit these comments on the Proposed
Rule.
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August 30, 2007

VIA OVERNIGHT MAIL & ELECTRONIC FILING

Mr. Kerry Weems

Administrator

Centers for Medicare & Medicaid Services

U.S. Department of Health and Human Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Attention: CMS-1385-P

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

Dear Mr. Weems:

Thank you for the opportunity to comment on the proposed rule (the “Proposed Rule”)
relating to Revisions to Payment Policies Under the Physician Fee Schedule, and Other
Part B Payment Policies; Revisions to Payment Policies for Ambulance Services for CY
2008. Our comments, however, will be limited to the portions of the Proposed Rule
related to the Proposed Elimination of Exemption for Computer-Generated Facsimiles.

BACKGROUND

By way of introduction, SureScripts, LLC was founded in August of 2001 by the
National Association of Chain Drug Stores (NACDS) and the National Community
Pharmacists Association (NCPA), which together represent the interests of the 55,000
chain and independent pharmacies throughout the United States. SureScripts is
committed to building relationships within the healthcare community and working
collaboratively with key industry stakeholders and organizations to improve the safety,
- efficiency, and quality of healthcare by improving the overall prescribing process. At the
core of this improvement effort is the Pharmacy Health Information Exchange™, a
healthcare infrastructure that establishes electronic communications between pharmacists,
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prescribers, and payers, and which enables the two-way electronic exchange of
prescription and prescription related information.

SureScripts does not develop, sell, or endorse specific electronic prescribing software.
Instead, SureScripts works with software companies that supply electronic health record
(EHR) and electronic prescribing applications to physician practices and pharmacy
technology vendors to connect their solutions to the Pharmacy Health Information
Exchange, operated by SureScripts. Technology vendors cannot connect to the Pharmacy
Health Information Exchange until they complete a comprehensive certification process.
As part of its certification process, SureScripts establishes ground rules that safeguard the
fairness of the prescribing process, including rules that, among other things, ensure
patient choice of pharmacy and physician choice of therapy.

On a technical level, the certification process specifies the standard technical format for
transmitting prescription information and tests each vendor’s electronic connections to
the network. The standards are based on the NCPDP SCRIPT Standards as mandated by
the Medicare Modernization Act of 2003.

The certification rules also ensure that prescribing decisions are based on best medical
practices, not on financial considerations or the interests of one particular entity. For
instance, by prohibiting commercial messaging to physicians at the point of prescribing,
SureScripts is helping to safeguard the fairness of the prescribing process and to prevent
improper messaging activities.

Today, more than 95 percent of all pharmacies in the United States are certified on the
Pharmacy Health Information Exchange. In addition, today most major, and many small
to medium size, EHR and e-prescribing vendors in the United States are certified on the
Pharmacy Health Information Exchange. This means that approximately 150,000
prescribers are using a software or application that has been certified on the Pharmacy
Health Information Exchange for the exchange of prescriptions and prescription related
information pursuant to the NCPDP SCRIPT Standards. As explained in greater detail
below, however, not all of these prescribers are using their software or application to send
prescriptions electronically using the NCPDP SCRIPT Standard (as defined in the MMA
Final Rule) — many continue to use the software application to send computer generated
faxes.

You can find more information about SureScripts at www.surescripts.com.

e e e —————— — —————— ]
]
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SureScripts Comment to “PROPOSED ELIMINATION OF EXEMPTION FOR
COMPUTER-GENERATED FACSIMILES”

We support the desire of CMS to eliminate the exemption currently contained in Section
423.160(a)(3)(1) of the Final Rule (70 FR 67571) promulgated under the Medicare
Modemization Act - Medicare Program; E-Prescribing and the Prescription Drug
Program - that exemption provides that entities transmitting prescriptions or prescription
related information by means of computer generated facsimile are exempt from the
requirement to use the NCPDP SCRIPT Standard in transmitting such prescriptions or
prescription-related information.

For all the reasons postulated by CMS at the time, we supported the exemption for
computer-generated faxes when the MMA Final Rule was first promulgated in 2005. It
has been our experience, however, that many in the industry point to Section
423.160(a)(3)(1) as support for them continuing to fax prescription information, and as a
result they do not take steps to implement true electronic prescribing pursuant to the
NCPDP SCRIPT Standards adopted by CMS. This loophole in the Final Rule has
resulted in, and continues to result in, an adverse impact and slowdown in the adoption of
electronic prescribing pursuant to CMS standards. We agree with CMS that the time has
now come to address this loophole in the Final Rule that has slowed the adoption of e-
prescribing; however, rather than eliminate the exemption in its entirety, we believe that
the exemption should be narrowed in a manner that will produce significant and
demonstrable results, but without unduly disrupting workflows related to the prescribing
process and without becoming an undue economic burden for the industry.

In the Proposed Rule, CMS distinguishes between computer generated faxes, on the one
hand, where the prescriber’s/dispenser’s software has the ability to generate NCPDP
SCRIPT transactions, but the feature is not activated because the prescriber has not
activated the feature on the software, as compared to, on the other hand, where the
prescriber’s/dispenser’s software (such as word processing program) is used to create and
send a fax that results in a paper prescription or response at the receiving end, but does
not have true e-prescribing (electronic data interchange using the NCPDP SCRIPT
standard) capabilities. See Proposed Rule at pages 397-398.

We believe that the exemption should be narrowed to eliminate the exemption for those
prescribers/dispensers that fall with in the first category; namely those
prescribers/dispensers who have software or an application that has the ability to generate
NCPDP SCRIPT transactions, but the feature is not installed/activated because the
prescriber/dispenser has not activated the feature on the software application or the
prescriber/dispenser has not upgraded to the version of the software application that has
true e-prescribing capabilities. We believe there are over 100,000 prescribers and 15,000
pharmacies who fall within this category. Those prescribers/dispensers can convert to
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true electronic prescribing without significantly changing their workflow and without
significant expense. With respect to workflow, their application works with minor
modifications, whether the prescription related information is sent via computer
generated fax or NCPDP SCRIPT e-prescribing — the prescriber/dispenser hits the send
button, and the new prescription order is sent. How the application sends the prescription
message happens in the “background” of the application, out of sight and out of view of
the prescriber/dispenser. In fact many of those prescribers/dispensers do not even know
or realize that the prescription message is being sent by computer generated fax when
they hit the send button. If they were to activate the true e-prescribing feature or upgrade
to the version of their software application that has true e-prescribing capabilities, their
workflow would remain substantially the same. With respect to cost, we understand that
the required upgrade is usually included in the costs associated with annual software
maintenance that the prescriber/dispenser is already paying, so there should not be any, or
if there is, only minimal, incremental cost to the prescriber/dispenser to turn on the e-
prescribing feature or upgrade to the version of their software that has true e-prescribing
capabilities. We believe that if the exemption for computer generated faxes were
eliminated just for these prescribers/dispensers, the number of NCPDP SCRIPT
transactions would increase significantly in a short period of time, thus creating the
“tipping point” that CMS 1is seeking for the adoption and utilization of electronic
prescribing.

We believe, however, that to eliminate the computer generated fax exemption for those
prescribers/dispensers who fall within the second category; namely those
prescribers/dispensers who use software (such as word processing program) to create and
send a fax that results in a paper prescription or response at the receiving end, but does
not have true e-prescribing (electronic data interchange using the NCPDP SCRIPT
standard) capabilities, would create an undue burden on those prescriber/dispensers, and
we are concerned that they would revert to issuing paper prescriptions — thus, eliminating
the exemption for those prescribers/dispenser might have the unintended and paradoxical
effect of discouraging true electronic prescribing. Accordingly, we recommend that the
computer generated fax exemption continue to apply for those prescribers/dispensers
until such time as CMS creates initiatives to further the adoption of electronic
prescribing.

We also believe that, for those prescribers/dispensers who fall within the first category
today or on the date that the Proposed Rule is promulgated in final form (the “Final Rule
Date”), the suggested deadline (see below for discuss of the implementation date)
provides ample time for those prescribers/dispensers to activate, or upgrade to, the
version of their software application that has the ability to generate NCPDP SCRIPT
transactions. There will be prescribers/dispensers, however, who fall within the second
category on the Final Rule Date, but who would find themselves in the first category
after the Final Rule Date because their software application becomes certified to generate

P
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NCPDP SCRIPT transactions after the Final Rule Date. Those prescribers/dispensers
should not be allowed to continue to rely on the computer generated fax exemption, but
they would need sufficient time to install, activate, or upgrade to the version of their
software application that has the ability to generate NCPDP SCRIPT transactions. We
believe that twelve (12) months after their software application becomes certified to
generate NCPDP SCRIPT transactions would be sufficient time to stop generating
computer generated faxes and convert to true e-prescribing.

In addition, we believe that there are other specific circumstances in which computer
generated faxes should still be permitted, as follows:

First, the regulations promulgated and enforced by the Drug Enforcement Agency
prohibit the electronic transmission of prescriptions for controlled substances. This
prohibition, in and of itself, is a tremendous barrier to the adoption of electronic
prescribing by prescribers, and we certainly encourage the DEA to amend its regulations
to permit prescribers to send prescriptions for controlled substances by electronic means.
We believe that where a law or regulation prevents the transmission of an electronic
prescription using the NCPDP SCRIPT Standard, prescribers/dispensers need the ability
to use the most efficient alternative to deliver the message, including by computer
generated fax. Accordingly, the exemption should apply in any circumstance in which a
law or regulation would prohibit the delivery of prescription-related information using
the NCPDP SCRIPT standard.

Second, there are times when there are communications failures impacting electronic
prescribing, due to power outages, other temporary system failures, down time due to
maintenance operations, or otherwise. These temporary outages could occur with respect
to the prescriber EHR or e-prescribing system, the pharmacy management system, or
networks and exchanges. We believe that these circumstances are relatively rare, and
hopefully will become even more rare as the industry and technology develops; however
prescribers and dispensers need the ability to deliver prescription information in the most
secure and efficient means possible when these temporary outages occur, and computer
generated faxing may be the best alternative during temporary communications failures.
Accordingly, we suggest that the computer generated fax exemption be available for
prescribers/dispensers during such temporary communication failures.

Finally, we believe in the core principle that patients should have free choice to use the
prescriber and the pharmacy of their preference. Accordingly, if a patient chooses to use
a prescriber that has the capability to electronically prescribe using the NCPDP SCRIPT
Standard but chooses a pharmacy that does not have such capability, or vice versa, that
prescriber/dispenser should have the right and ability to send the prescription message by
the means that is most efficient and best for the circumstances, including by a computer
generated fax. Accordingly, the NCPDP SCRIPT enabled sending entity should be able
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to send a computer generated fax if the receiving entity is not capable of receiving an
NCPDP SCRIPT message, and the sender believes that a computer generated fax is the
best and most efficient way to send the prescription message. Of course, if both the
sender and the receiver are both capable of communicating with the NCPDP SCRIPT
standard, then they should do so (unless another exemption applies).

We have taken the liberty to draft language that we believe captures the intent of the
changes suggested above, and we encourage CMS to revise the fax exemption so as not
to eliminate the exemption in its entirety, but rather to eliminate the exemption for those
prescribers/dispensers who today have, or who in the future purchase or license, software
that is capable of sending prescriptions messages through true electronic means in
compliance with the NCPDP Script standards. Our proposed language is as follows:

Effective as of April 1, 2009, notwithstanding the requirement herein for prescribers and
dispensers who electronically transmit prescription and prescription related information
for covered drugs prescribed for Medicare Part D eligible beneficiaries to comply with
the Foundation Standards for the communication of prescription or certain prescription
related information by and between prescribers and dispensers for the transactions listed
at Section 423.160(b)(1)(i) through (xii), the transmission of such prescription or
prescription related information by means of computer generated facsimiles shall be
permitted in the following circumstances:

1. In the event that the prescriber/dispenser sending a transaction listed at
Section 423.160(b)(1)(i) through (xii) does not own, license, or otherwise
use software that has or had the capability, as of the date of the
promulgation of this rule [i.e., insert date rule promulgated], to send and
receive transactions compliant with the Foundation Standards, whether on
the version that the prescriber/dispenser is currently using or another
version of such software.

a. This exemption shall not apply to prescribers/dispensers sending a
transaction listed at Section 423.160(b)(1)(i) through (xii) who
own, license, or otherwise use sofiware that has or had the
capability, as of the date of the promulgation of this rule [i.e.,
insert date rule promulgated], to send and receive transactions
compliant with the Foundation Standards, but who has not
upgraded to the version that is compliant with the Foundation
Standards and/or has not activated that functionality.

b. In addition, in the event that the prescriber/dispenser sending a
transaction listed at Section 423.160(b)(1)(i) through (xii) owns,
licenses, or otherwise uses software that does not have or did not
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have the capability, as of the date of the promulgation of this rule
[i.e, insert date rule promulgated] to send and receive
transactions compliant with the Foundation Standards, but such
software becomes capable to send and receive tramsactions
compliant with the Foundation Standards at any time after [insert
date rule promulgated], then this exemption shall not apply with
respect to such software twelve months after such software
becomes capable to send and receive transactions compliant with
the Foundation Standards.

2. In the event that the prescriber/dispenser sending a transaction listed at
Section 423.160(b)(1)(i) through (xii) is sending the transaction to a
dispenser/prescriber who does not own, license, or otherwise use sofiware
that has the capability to receive transactions compliant with the
Foundation Standards.

3. In the event any applicable law or regulation would prohibit the electronic
transmission of the prescription and prescription related information
using the Foundation Standards.

4. In the event there is a temporary communications failure, whether

technological or otherwise, that would prohibit the electronic
transmission of the transactions listed at Section 423.160(b)(1)(i) through
(xii) using the Foundation Standards. Such temporary communications
failures include, by way of example and not limitation, power outages,
connectivity failures, or temporary outages of the either the prescriber's
or dispenser's computer or management systems.

Finally, we note that the receiver of a prescription message via a computer-generated fax
likely will not have the ability to know whether or not the sender had the ability to send
the message via NCPDP SCRIPT, but failed to do so in violation of the regulation. We
propose that the rule state that receiver of a computer-generated fax should not be
penalized for receiving such a fax, and the receiver should be free to act upon the
message for the benefit of the patient and patient care.

Finally, with respect to the implementation date of the rule, we would suggest an
effective date of April 1, 2009, rather than January 1, 2009. This date would coincide
with the expected promulgation of additional standards under the MMA, and we believe
that using coinciding dates for the elimination of the fax exemption will reduce confusion
in the marketplace. However, if the promulgation of additional standards under the
MMA were to be delayed past April 1, 2009, we would not support further delay of the
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elimination of the fax exemption, and would suggest that the fax exemption be eliminated
no later than April 1, 2009.

Of all parts of healthcare, the automation of the prescribing process is the most advanced
and has made the most progress in the readiness to exchange information in electronic
formats. We applaud CMS for its efforts to promote electronic prescribing pursuant to
the NCPDP SCRIPT standard and for taking steps to eliminate barriers to adoption of the
appropriate technology. If we may be of any additional assistance, please do not hesitate
to contact Paul Uhrig, General Counsel and EVP, Corporate Development, of SureScripts
at 703.921.2179 or paul.uhrig@surescripts.com.

Sincerely,

PW

Paul L. Uhrig
General Counsel, EVP — Corporate Development

e e e ]
]
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ENCLOSURE 1
PROPOSED OBSTETRICAL SHORTAGE AREA
The current Obstetrical Malpractice Insurance Exception requires patients to
reside within a primary care health professional shortage area (HPSA) or medically underserved
area. That exception should be expanded to include a patient residing within an Obstetrical
Shortage Area as described below:
Obstetrical Shortage Area

A. Criteria for Obstetrician Shortage Area.

A geographic area will be designated as having a shortage of obstetricians if the
following criteria are met:

1. The area is a rational area for obstetrician services; and

2. The ratio of full-time equivalent (FTE) obstetricians to the population of
females between the ages of 15-49 within a rational area' is greater than 1:4,500; or

3. The ratio of FTE obstetricians to the population of females between the ages of
15-49 within a rational area that has unusually high needs for obstetricians services is greater
than 1:4,000.
B. Methodology

1. Rational Areas. A rational area shall be determined in accordance with 42
C.F.R. Appendix A to Part 5, Part I, Subpart B, Paragraph 1.

2. Population Count. Population shall be counted in accordance with Appendix
A to Part 5, Part I, Subpart B, Paragraph 2.

3. FTE Obstetrician Count. The number of obstetricians within a rational area
shall be counted in the following manner: -

a. All licensed or otherwise state certified non-federal obstetricians will
be counted as one (1) FTE.

b. Interns and residents of obstetrician programs will be counted as 0.1
FTE.

! A rational, and publicly available, metric for "labor delivering population" would be the number of
women aged 15-49 in the area. The United States Census Bureau provides this information on its
website, www.census.gov. The Bureau counts the population every decade and estimates periodically the
population in areas in between censuses.
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ENCLOSURE 2
COMPENSATION ARRANGEMENT EXCEPTION
42 CFR. §411.354 (e)

(e) Compensation Arrangement Exception

The term compensation arrangement does not include an obstetrical malpractice insurance
subsidy where the designated health services are provided at a hospital that:

(1) is exempt from taxation pursuant to section 501(c) (3) of Title 26;

(2) is located within any rational area that is a rural area and does not include an urban
area or any portion of an urban area; as defined in section 1395ww of this title;

(3) owns and operates an emergency room facility within that rational area; and

(4) that emergency room facility is the only emergency room facility within that rational
area and is otherwise open and admits all patients regardless of the ability to pay.
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VIA FIRST CLASS MAIL

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

PO Box 8018

Baltimore, Maryland 21244-8018

Re:  Comments on CMS-1385-P, Obstetrical
Malpractice Insurance Subsidies

To The Addressee:

This letter is written on behalf of St. Mary's Hospital of St. Mary's County,
Maryland.l St. Mary's Hospital is pleased to have the opportunity to comment on the Obstetrical
Malpractice Insurance Subsidies stated in CMS-1385-P, Section II, M, 4, 72 Fed. Reg. 38123,
38182 (July 12, 2007).

Medical malpractice insurance premiums have increased significantly, which has
decreased significantly the number of obstetricians available to rural communities. Although
each area of the country is different, obstetricians in St. Mary's County have seen their medical
malpractice insurance premiums increase by approximately 150% from 2003 to 2007, from
approximately $40,000 to $100,000.

On the other hand, obstetrician reimbursement from federal health care programs
and other payors has remained relatively flat. The payment for labor deliveries remains in large
part a fixed sum per labor delivery, approximately $1,500 per delivery on average in St. Mary’s
County (reimbursement from Medicaid and other federal health care programs is typically less
than $1,000). As aresult, approximately one-quarter (1/4) of every dollar paid for a labor
delivery in Maryland is now actually used to pay malpractice insurance premiums, leaving only
75¢ out of every dollar to cover rent, utilities, employee salaries and benefits, as well as some

' St. Mary's Hospital is a § 501(c)(3) tax-exempt hospital located in Leonardtown, Maryland.
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Stark law linked to a metric that measures non-obstetricians in an area? Also, why not base the
Obstetrician Exception on the number of obstetricians in the area?

The second flawed underpinning of the existing exceptions is that obstetricians in
rural communities have no alternative but to send labor deliveries to the local rural community
hospital, whether or not the hospital is subsidizing the obstetricians’ medical malpractice
insurance premium.

Accordingly, St. Mary's Hospital suggests two alternative changes to the current
obstetrical malpractice insurance exception. CMS could: i) define and rely upon an Obstetrical
Shortage Area instead of a HPSA; or ii) alter the definition of “compensation arrangement” to
exclude obstetrical malpractice subsidies in areas where there is no alternative for labor
deliveries.

Set forth as enclosure 1 to this letter is suggested language defining an Obstetrical
Shortage Area, and attached to this letter as enclosure 2 is suggested language effectuating a
change in the definition of compensation arrangement.

St. Mary’s Hospital believes that it is perfectly appropriate to slightly expand the
Obstetrician Exception to accommodate the special circumstances of rural hospitals. It should be
remembered that the obstetric specialty is different from other specialties that refer patients to
hospitals. Obstetricians have no power to increase the number of labor deliveries they perform,
because the volume of deliveries is, of course, determined by the number of pregnancies in the
area, and not based on the therapy choice of the physician. In comparison, the risk of program
abuse from other physician specialties is significant; other physicians that wish to increase their
revenue may do so by increasing the number of procedures they perform.

As you move forward, if we can be of any assistance, please feel free to contact
us. Thank you for your consideration of our suggestions.

Best regards,

Christopher P. Dean

Enclosures

617119.2
8/28/2007
13050/094167




63|

CYTYC

Via Electronic Submission
August 24, 2007

Herb Kuhn, Acting Deputy Administrator
Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

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

Dear Mr. Kuhn:

Cytyc Corporation appreciates the opportunity to comment on the Centers for Medicare
& Medicaid Services’ (“CMS") Medicare Physician Fee Schedule proposed rule for fiscal
year 2008, published in the Federal Register on July 12, 2007 (CMS-1385-P, Federal
Register, Vol. 72, No. 133).

Cytyc Corporation, a medical device company, provides therapeutic and screening
technologies for multiple areas of health and is particularly focused in women’s health.
In the area of therapeutics, Cytyc manufactures the MammoSite Radiation Therapy
System (RTS) the most widely used method of breast brachytherapy to treat breast
cancer. Additionally, Cytyc manutfactures the ThinPrep Pap Test, the most widely used
cervical cancer screening test. As an industry leader in women’s health, Cytyc is
focused on ensuring that issues impacting women'’s health and certain cancer therapies
and diagnostics are given appropriate consideration in the formation of federal health
care and reimbursement policy.

2008 Update of the Conversion Factor and the Sustainable Growth Rate

The proposed rule indicates that payment rates for physicians’ services will be reduced
by 9.9% for 2008. Such a drastic reduction will impact continued provider participation in
the Medicare program. At a time where the number of Medicare beneficiaries is
growing substantially, access to providers and services is crucial. We acknowledge
annual review of the conversion factor according to the sustainable growth rate (SGR)
formula is required by law. Nonetheless, CMS must recognize that the reductions under
the SGR system forecasted for 2008 and subsequent years will limit provider
participation. Cytyc does not support the proposed 9.9% reduction and recommends
that CMS replace the Sustainable Growth Rate in 2008 with an alternate annual update
system that more accurately reflect actual increases in physician practice costs.
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Clinical Laboratory Issues

Cytyc offers diagnostic testing for cervical cancer with the ThinPrep test which has been
shown to increase the detection of pre-cancerous cells, and Cellient™ Automated Cell
Block System which can aid the pathologist with more diagnostically useful cell blocks.
Payment for many of the diagnostic tests for cervical cancer is made under the clinical
laboratory fee schedule.

CMS proposes a new reconsideration process relating to the basis for and the amount
of payment for any new clinical laboratory test for which a new or substantially revised
HCPCS code is assigned on or after January 1, 2008. We commend CMS for
proposing a reconsideration process for use in future new lab test payment
determinations. The reconsideration process as describe would allow the necessary
dialogue to ensure adequate pricing is set for new tests. Cytyc urges CMS to establish
payment amounts at the national limitation amount (NLA) of the new tests on the
Clinical Laboratory Fee Schedule to which the new tests are cross-walked. The NLA
should replace carrier-specific amounts below the NLA for new tests. Carrier specific
low rates would inhibit patient access.

Resource-Based Practice Expense Issues

First, with regards to the treatment of breast cancer, we wish to express our concerns
about CMS's proposed changes in RVUs and the potential impact of significant
reductions in practice expense values on access to cancer care. Under the new practice
expense methodology, two (2) breast brachytherapy and two (2) HDR brachytherapy
codes are slated to be significantly reduced over the four-year transition period. CPT
codes 77781 and 77782 are the primary procedures reported for ovarian, breast and
cervical cancer treatments. The proposed reductions in reimbursement may influence
treatment decisions.

Breast brachytherapy, or partial breast irradiation, is a viable treatment option for many
women receiving a lumpectomy. The most common brachytherapy method utilizes a
balloon catheter and High Dose Radiation (HDR). CPT codes 19296 and 19297 are
used for the placement of the balloon catheter in conjunction with HDR brachytherapy
codes 77781 & 77782. Decreasing the length of a course of radiation therapy improves
the quality of life for these women. Currently 20% of women with breast cancer are
foregoing radiation therapy. Partial breast irradiation provides an opportunity for some
women fo receive radiation who may otherwise not be able to endure 7 weeks of whole
beam radiation. By implementing the proposed payment changes, this rate may
continue to increase.

Second, Cytyc supports the recommendations submitted by the Coalition of Advanced
Brachytherapy in this area.

Third, Cytyc supports the CMS decision not to revise the 50% equipment usage assumption
until adequate data has been collected on equipment costs.
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Quality Indicators

Cytyc wishes to acknowledge CMS efforts to implement the PQRI and to thank CMS
staff for providing a clear description of the process included in the Proposed Rule.
Cytyc would request CMS include providers, device manufacturers and patient groups
in the continued development of PQRI. Additionally, Cytyc would request CMS include
an indicator for radiation therapy following breast conservation surgery as included in
the inpatient quality indicators.

Data from multiple large randomized trials have demonstrated the addition of radiation after
breast conserving surgery in patients with invasive breast cancer lowers the risk of local
recurrence. Therefore, we commend CMS for including PQRI Measure #74 ‘Radiation
Therapy Recommended for Invasive Breast Cancer Patients Who Have Undergone Breast
Conserving Surgery’ under the PWRI program in 2007 and for proposing to continue it in
2008. We also commend CMS for proposing to include a screening mammography quality
measure in 2008 from the AQA starter-set measures. As a manufacturer that provides
technology for women faced with breast cancer, we believe including these quality indicators
will help to ensure all Medicare beneficiaries with breast cancer are evaluated and offered the
most appropriate technology. We request that CMS allow manufacturers of advanced
therapies involved in the treatment of breast cancer to be involved in the development of the
quality measures.

Recommendations
Cytyc respectfully requests that CMS consider an implement the following recommendations:

0 Make final the proposed new reconsideration process relating to the basis for
and the amount of payment for any new clinical diagnostic laboratory test

0 Base payment for new tests included in the Clinical Laboratory Fee Schedule on
the National Limitation Amount, replacing local carrier rates to avoid disparity in
rates which may have an impact on patient access.

0 Reconsider reductions in the proposed practice expense relative value units
(RVUs) specific to 19296, 19297, 77781 and 77782. These proposed reduction
combined with the forecasted reductions in the annual update factor will have an
adverse impact on Medicare beneficiaries’ access to proven treatment advanced
technologies for the treatment of breast cancer.

0 Work with the Congress, physicians and manufacturers on an alternate annual
update system to replace the SGR system.

Cytyc supports the specific recommendations included in the ADVAMED and CAB
comment letters.

Cytyc appreciates the opportunity to provide comments during this proposed rule
period. Should you have any questions or need additional information, please do not
hesitate to contact me at 508-263-8961 or via email at ann.dawidczyk @ cytyc.com.

Sincerely,




<
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Ann Marie Dawidczyk
Senior Manager, Managed Care

cc: Margaret Eckenroad, Sr. Director Women’s Health & Professional Relations
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Center for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

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

I am a general Urologist practicing in Fredericksburg, Virginia as part of a private
practice group of six Urologists. As the only group in the greater Fredericksburg area,
we provide all of the urological care for over 350,000 people. We provide virtually all
aspects of urological care and refer few if any patients to the university hospitals in the
state.

As are all of my five other partners, I am an owner in two joint ventures which provide
therapeutic services to our patients. One partnership provides lithotripsy services (for the
treatment of kidney and ureteral stones) and the other provides cryotherapy services (for
the treatment of prostate and kidney cancer). We are in the process of forming a
partnership so that we can utilize a high-powered laser for the treatment of benign
prostatic hyperplasia.

Our patients have benefited significantly from these services. Lithotripsy has become
the gold standard for treating many stones. Cryotherapy offers a minimally invasive
means of curing both prostate and kidney cancer. Likewise, laser treatment offers a much
less morbid means of treating the symptoms and side effects of benign prostatic

hyperplasia.
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Our single hospital in Fredericksburg does not have enough volume to justify the expense
of purchasing the lithotripsy, cryotherapy and prostate laser technologies. Since our
partnership consists of many physicians in our region (and costs are spread out more), we
can currently offer these services. Were we not able to offer these services, our patients,
who tend to be sick and elderly, would not be able to benefit from the tremendous
advantages these treatments offer. Most would rnot be able to travel to the larger hospitals
in our region due to their frail conditions and would consequently be denied appropriate
medical care.

As a simple Urologist, I have had some difficulty in trying to understand the nuances of
the Stark rules and regulations. I do understand that CMS may want to ban services
under arrangements where there is physician ownership because of questionable
diagnostic imaging arrangements. Overuse or improper referrals for our therapeutic
services (lithotripsy, cryotherapy for the treatment of cancer, laser treatment of prostate
disease) have not been identified. Simply put: one cannot perform lithotripsy if the
patient does not have a stone; one cannot perform cryotherapy if the patient does not have
cancer; one cannot perform a laser vaporization of the prostate if the patient does not
suffer from benign prostatic hyperplasia.

I could offer daily examples of patients who would suffer more than they already do were
these services not available in Fredericksburg: a ninety-two year old woman who
underwent the successful treatment of a large kidney stone last Friday and was able to
recover in her own home the very same day; a sixty-six year old retired Pentagon
employee who returned home last Thursday after a two day hospital stay for cryotherapy
of his kidney cancer (he would have been faced with a significantly more morbid
procedure, a partial nephrectomy and its attendant week long stay in the hospital); an
eighty eight year old man who went home the next day (Tuesday) without his catheter
after laser vaporization of his prostate for urinary retention (he would have been faced
with the standard transurethral resection of the prostate which is much more morbid and
typically requires a four day hospital stay). And that is just last week. And I am just one
of six Urologists here.

As you try to stop abusive arrangements, please do not jeopardize the care that our
patients currently enjoy.

Respectfully,

N

Matthew D. DuMont, MD
Chairman, Division of Urology, Mary Washington Hospital

‘_~
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Kerry Weems, Acting Administrator | ' ] ? ")
Centers for Medicare and Medicaid Services la “‘ » 1’ Y ‘7

Department of Health and Human Services
Attention: CMS-1385-P

Mail Stop C4-26-05
7500 Security Boulevard
Baltimore, Maryland 21244-1850

RE: CMS-1385-P Proposed Revisions to payment policies under the physician fee schedule and
other Part B payment policies for CY 2008

Dear Mr. Weems:

I urge CMS reevaluate the cuts in reimbursement for DXA screening. DXA (77080) should not be
considered an imaging service within the meaning of the section 5012 (b) of the Deficit Reduction
Act of 2005 because the diagnosis and treatment of osteoporosis is based on a score and not an
image.

The utilization rate for preventive health services involving equipment designed to diagnose and treat
a single disease or a preventive health service should be calculated in a different manner than other
utilization rates so as to reflect the actual utilization of that service. In the case of DXA and VFA, the
50% utilization rate should be changed to reflect the utilization rate for DXA to 12%.

According to "Bone Health and Osteoporosis: A Report of the Surgeon General (2004),”
screening and assessment for osteoporofis are already underutilized for the at risk population.
Access to DXA screening is essential to the osteoporosis population in the state and there is
already a reduction in the number of facilities that provide DXA screening because of
reduced reimbursement rates. This decrease in providers limit access to and quality of care.
In the longer term this will only increase the fracture rates in New Jersey adding more
financial burden both to the state and to its the residents.
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August 29, 2007

Mr. Herb Kuhn

Acting Deputy Administrator, CMS
Department of Health and Human Services
ATTN: CMS-1385-P Mail Stop C4-26-05
7500 Security Boulevard

Baltimore, MD 21244

Dear Mr. Kuhn:

I am a practicing urologist and chief of urology at the University of Maryland School of
Medicine. | wanted to submit my comments to you on the revisions that CMS has
proposed for payment policies for ambulatory services beginning in 2008. | believe the
number for this policy is CMS-1385-P.

It is important for the practice of urology that urologists have access to radiological
imaging equipment. A great example of this benefit has been seen over the last 20
years where ultrasound of the prostate, used by urologists, has greatly enhanced our
ability to detect, stage and, treat prostate cancer. More recently CT scanning has been
used by urologists to evaluate patients for the possibility of stones in the urinary tract or
cancers, and obstruction of the kidneys.

I'm aware that there is literature published showing that the cost of imaging has
increased at significant rates over the past 5 to 6 years. Many have suggested this
increase is due to physicians over-utilizing imaging for their own financial gain. Over-
utilization is an issue throughout medicine and it is an issue in imaging as well. From the
urology perspective however, over utilization is unlikely to be the main reason that
imaging in urology is increased.

The reason imaging has increased is that improved technologies with imaging
equipment will now allow us to diagnose diseases and problems accurately which in past
years required either surgical exploration or other, less expensive and less accurate
imaging tests which often did not give the correct or complete diagnosis. In the past,
patients underwent surgery that in retrospect, was not helpful because of incorrect
imaging. The improvements in imaging, particularly CT and MRI, have led to an

: increased utilization of imaging but a significantly decreased incidence of inappropriate
or unnecessary surgery because of better diagnostic abilities.
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Another issue | know you are concerned about with imaging is quality. The American
Academy of Radiology continues to say that imaging done in a urologist office is less
likely to be of high quality than that done in a radiologist's office. The point they often fail
to make is that a CT scan done in a urologist office is read by radiologist in exactly the
same way that it would be had it been done in a radiologist office. Radiologists do not
do CT scans or MRI's, they have technicians, just like another specialty would, who do
the scans and then the radiologists read them. With internet technology, scans can be
sent to expert radiologists in different parts of the country for a reading that is often
better than what local radiologists could perform. For example, the department of
radiology at Cornell University reads films from all over the world on the internet. They
have radiologists who sub-specialize in certain areas and read only films in those areas.
This type of arrangement leads to a higher level of care than when CT scans are done
locally by local radiologists.

The other issue in the proposed revisions is whether pathologists should be allowed to
work individually with urologists and other specialties. My sub-specialty in urology is
prostate cancer and, even in an academic institution such as ours, some of our
pathologists are much better at reading prostate cancer biopsy slides than others. As a
result, we direct our prostate biopsies to one or two of our pathologists for their
expertise. Other urology groups in private practice have adopted the same policy
recognizing that some pathologists are just better than others at reading prostate cancer
and making the appropriate diagnosis. To eliminate the ability of urologists to choose
which pathologist they work with will lower the quality of care to patients. Pathologists
based in hospitals obviously have an economic interest to prevent this from occurring
but the bottom line is patient care is better in instances where urologists, or other
specialties as applicable, can choose the pathologist that they want to work with.

| appreciate your consideration of these comments. As you can see, | do not think that
this proposed change in the rules should be passed. 1 think it will be detrimental to
patient care and it will interfere with the ability of urologists and other physicians to
provide top quality patient care. If there are any further questions, please contact me at
410-328-0800.

Sincerely,

Michael J. Naslund, M.D.
Chief, Division of Urology
University of Maryland School of Medicine

MJN:big
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Kerry Weems, Acting Administrator
Harold N. Rosen, Wters for Medicare and Medicaid Services
Director Department of Health and Human Services
Attention: CMS-1385-P
Mail Stop C4-26-05
7500 Security Boulevard
Baltimore, Maryland 21244-1850

RE: CMS-1385-P Proposed Revisions to payment policies under the physician fee
schedule and other Part B payment policies for CY 2008

Comments:

The Physician Work RVU-CPT 77080 (DXA)

The Direct Practice Expense RVU for 77080 (DXA)
Indirect Practice Expense for DXA and VFA
Deficit Reduction Act

Dear Mr. Weems:
I appreciate the opportunity to offer general comments on the proposed rule regarding
changes to the Medicare physician fee schedule CMS-1385-P.

As a provider of DXA and/or VFA services, I request CMS to reevaluate the following:

a. The Physician Work RVU for 77080 (DXA) should be increased from 0.2 to 0.5,
consistent with the most comprehensive survey data available;

b. The Direct Practice Expense RVU for 77080 (DXA) should reflect the following
adjustments:
the equipment type for DXA should be changed from pencil beam to fan

beam with a corresponding increase in equipment cost from $41,000 to
$85,000;

the utilization rate for preventive health services involving equipment
designed to diagnose and treat a single disease or a preventive health
service should be calculated in a different manner than other utilization
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rates so as to reflect the actual utilization of that service. In the case of
DXA and VFA, the 50% utilization rate should be changed to reflect the
utilization rate for DXA to 12%.

c. The inputs used to derive Indirect Practice Expense for DXA and VFA should be
made available to the general public, and

d. DXA (77080) should not be considered an imaging service within the meaning
of the section 5012 (b) of the Deficit Reduction Act of 2005 because the diagnosis
and treatment of osteoporosis is based on a score and not an image.

Sincerely,

b I 2
Harold Rosen, MD
Director — Osteoporosis Prevention and Treatment Center

Beth Israel Deaconess Medical Center
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August 27, 2007

Herb B. Kuhn

Acting Deputy Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, SW
Washington, DC 20201

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

Dear Acting Deputy Administrator Kuhn:

International Oncology Network (ION), a registered name of International Physician
Networks, LLC, is pleased to submit the following comments regarding “Proposed
Revisions to Payment Policies Under the Physician Fee Schedule, and Other Part B
payment Policies for CY 2008” published in the July 12, 2007 Federal Register. ION
recognizes the difficult task CMS faces in addressing a myriad of payment policies in
the proposed rule and we commend the agency for its effort. However, ION does have
a few specific concerns regarding proposed policy changes included in the rule that
potentially impact its physician members. As detailed below, we urge CMS to consider
these concerns before it makes any final determinations.

Overview of International Oncology Network

ION, a wholly owned subsidiary of AmerisourceBergen Corporation, is the leading
physician specialty group purchasing organization with membership of over 10,000
community-based medical specialists. ION members range from solo practitioners to
some of the country’s largest and most renowned private practices -- all committed to
improving the quality of patient care in their own communities. ION’s physician
membership is comprised of medical specialists who perform a significant volume of
drug administration services, including oncologists/ hematologists; urologists,
rheumatologists; and gastroenterologists.

ION serves as a Group Purchasing Organization (GPO) for its members in an effort to
ensure that they receive the pharmaceutical products necessary for high-quality patient
care at the lowest possible costs. It believes that these group purchasing arrangements




are critical in ensuring that medical specialists operate their practices at optimum
efficiency, and that patients continue to have access to the highest quality of care in
community settings. In addition to negotiating and administering group purchasing
arrangements, ION provides a variety of related practice management and clinical
educational services to its members in an effort to enhance the efficiency of their
practices and the quality of care received by their patients. These services include
facilitating participation in clinical trials, developing timely clinical and scientific
education programs, and providing information related to various practice management
support services. By bringing clinical research, educational symposia, information
systems, and other innovative services to the local oncology community, ION provides
tools to physicians that can help maintain a level of expertise so needed in the rapidly
changing medical environment.

ION provides a variety of services on behalf of its vendors in return for administrative
fees that are paid pursuant to the applicable safe harbor regulations governing health
care group purchasing arrangements. Although the exact nature of the work ION
performs varies for each vendor, generally, ION provides the following services to
pharmaceutical companies in exchange for its GPO admiinistrative fees:

» Negotiating and administering the purchasing agreement on behalf of its
physician members;

» Informing its members of the vendors’ services and programs related to
particular products;

» Distributing educational material to its members on behalf of the vendors;

» Assisting the vendors with data collection efforts related to its members’
utilization of products and services;

» Providing vendors with logistical and administrative support related to
conducting Advisory Boards, and providing other assistance related to
gathering feedback from its members related to vendors’ products and
services; and

» Publishing both clinical and marketing materials in ION publications on a
regular basis.

ION, and other physician-based GPOs, serve a valuable and beneficial role in ensuring
quality healthcare by providing significant assistance and services to community-based
practitioners, and the vendors who provide them necessary products and services.

Bundled Price Concessions/ASP Issues

In the proposed rule, CMS asserts that it is appropriate to implement a specified method
for treating bundled price concession in the calculation of average sales price (ASP).
Specifically, CMS is proposing that the manufacturer must allocate the total value of all
price concessions proportionally according to the dollar value of the units of each drug
sold under a bundled arrangement.




ION urges CMS to ensure that the methodology adopted by CMS to calculate bundled
price concessions allows for an accurate representation of the price paid by physicians .
We recognize CMS’ desire to implement a consistent methodology across
manufacturers’ ASP calculations. However, it is also important that CMS not adopt any
one specific methodology that may be inflexible and prevent beneficial arrangements. |If
CMS decides to adopt a specific methodology that manufacturers must use for the
treatment of bundled price concessions, CMS should ensure that the methodology will
accurately reflect the prices paid by physicians, and most importantly, ensure
beneficiary access to innovative drugs.

TRHCA—Section 110: Anemia Quality Indicators

The Tax Relief and Health Care Act of 2006 (TRHCA) requires that, effective January 1,
2008, physicians requesting payment for anti-anemia drugs furnished to treat anemia
resulting from the treatment of cancer must report the beneficiary’'s hemoglobin or
hematocrit level. As CMS examines implementation of this requirement, ION urges the
agency to minimize any additional burdens this new reporting requirement will impose
on physician practices. Physicians face unprecedented regulatory requirements and
burdens as a result of substantial Medicare changes in recent years. CMS should
ensure that the process for reporting hemoglobin or hematocrit levels is integrated as
much as possible into the standard claims submission process that physicians follow
when treating patients. We urge CMS to consider delaying this requirement until the
administrative burden is understood and can be better addressed in the future as we
progress toward electronic health records.

Drug Compendia

CMS is proposing to implement a new process to add new compendia to the statutorily
recognized list or remove current compendia from the list. Under the new process,
CMS would annually post a notice on the CMS Web site offering an opportunity to
request changes in the list of recognized compendia. The request would need to
demonstrate how the specific compendium complies or does not comply with the
desirable characteristics identified by the Medicare Evidence Development and
Coverage Advisory Committee (MedCAC).

ION commends CMS for proposing an open process for determining changes to the
compendia list. This process will present stakeholders an opportunity to provide
important feedback on particular compendia, which CMS can then incorporate into
assessing any potential changes to the compendia list. ION also encourages CMS to
swiftly clarify and identify acceptable compendia, including a determination by CMS
whether DrugPoints is a “successor” publication or a “substitute” publication to USP-DI.

CAP Issues

The proposed rule details changes to the Competitive Acquisition Program (CAP) that
will enhance the attractiveness of the program to physicians as well as vendors. ION is




encouraged to see CMS re-examining ways to enhance the CAP program. As a
member of the Specialty Biotech Distributors Association (SBDA), ION echoes the
position set forth by the SBDA in its recently submitted comments regarding the 2008
Fee Schedule, pertaining specifically to changes targeted toward physicians relating to
proposed new exigent circumstances under which physicians may terminate CAP
participation, as well as new rules that would permit physicians to transport drugs
among office locations.

Specifically, CMS is proposing to establish an additional exigent circumstance to permit
physicians to opt out of CAP outside of the annual election process. Under this
proposal, CMS would establish a process through which physicians could request to
end their CAP physician election agreement if they are able to prove that continuing
their participation would place a significant burden on them. ION believes such a
change will encourage greater physician participation in CAP because physicians will
have additional options to terminate their participation if it becomes burdensome.

CMS is also contemplating a positive modification to the current rules governing
transport of CAP drugs. Currently, a significant drawback in terms of physician
participation in CAP is the restriction on a physician’s ability to transport CAP drugs to
office locations beyond the site of delivery. In the proposed rule, CMS indicates that it is
considering narrowing this restriction where permitted under State law and other
applicable laws and regulations. ION supports easing the parameters of the
transportation restriction, while also being mindful of the importance of ensuring that the
integrity of the product is not compromised.

ION encourages CMS to make the aforementioned changes as well as other proposed
changes detailed in the rule that will increase the likely success of CAP. However, we
suggest that the agency refrain from making these changes during the performance of
the current CAP contract. Bidders and other parties relied on the language in the
enabling statute and implementing rules in assessing the viability to participate in CAP
under its current structure. ION believes it would be inequitable for CMS to adopt
substantial revisions to the program midstream that would harm those who relied on the
original language and governing rules. Therefore, CMS should only implement the
proposed changes if other interested entities are provided an opportunity to participate
in CAP under the same rules.

Physician Fee Schedule Update

CMS projects a negative update of -9.9 percent for 2008 due to the application of the
Sustainable Growth Rate (SGR) formula. Oncologists, along with all physicians,
continue to face unprecedented financial and administrative pressure. This negative
update is compounded by additional payment reductions confronting oncologists, such
as payment reductions for certain imaging services. ION urges CMS to pursue all policy
changes that would provide relief from the flawed physician payment update formula.
One such step that CMS could adopt is to apply the $1.35 billion Physician Assistance




and Quality Initiatives Fund to the CY 2008 conversion factor update. The fund will help
lower the cost of Congressional action needed to reduce the projected 9.9 percent cut.

Conclusion

ION appreciates the opportunity to comment on these important issues. We hope that
CMS addresses our concerns and incorporates changes as warranted. ION looks
forward to working with CMS on these and other critical issues to ensure that
oncologists throughout the country can provide the most effective and efficient care to
their patients. If you should have any questions regarding these comments, please
contact Aaron Krupp, JD at (202) 775-1329.

Sincerely,

Mike Martin
President, ION
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Vice President Health Policy Corporation
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One Health Plaza

East Hanover, NJ 07936-1080
USA

Tel 202-662-4378

Fax 202-628-4763

E-Mail bonnie.washington
@novartis.com

Aug. 31, 2007

Herb Kuhn, M.D., Ph.D., 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: Comments on the Medicare Program; Proposed Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2008 (CMS$-1385-P)

Dear Acting Administrator Kuhn,

Novartis Pharmaceuticals Corporation appreciates this opportunity to comment on the Center
for Medicare and Medicaid Services’ (CMS) proposed physician fee schedule rule: Revisions to
Payment Policies Under the Physician Fee Schedule for Calendar Year 2008 (the “Proposed
Rule)l. Novartis is a leading global pharmaceutical manufacturer that is dedicated to the
discovery, development and marketing of innovative products to cure diseases, to ease
suffering, and to enhance the quality of life. Novartis manufacturers both traditional
pharmaceuticals and physician administered drugs and biologics, many of which are utilized
under the Medicare Part B benefit. In addition to our traditional pharmaceutical business,
Novartis Vaccines and Diagnostics, created in 2006 following the acquisition of Chiron
Corporation, offers products that prevent over 20 viral and bacterial diseases and is currently
pursuing clinical research for over ten different pipeline products. Novartis Vaccines
maintains the world’s fifth largest vaccine business and is the world’s second largest
manufacturer of flu vaccines, as well as important meningococcal, pediatric, adult and travel
vaccine franchises.

ASP Issues

Novartis appreciates the guidance that CMS has provided in the Proposed Rule regarding the
treatment of bundled price concessions for purposes of the average sales price (ASP)
calculation. We write, however, to highlight areas where we believe there is continued
uncertainty and where manufacturers would benefit from additional clarification in the Final
Rule. Because ASP is used for reimbursement, Novartis believes it is critical that
manufacturers and providers have certainty regarding any changes to ASP policy to avoid
creating potential barriers to patient care.

Novartis appreciates that CMS has provided specific guidance in the Proposed Rule regarding
the definition and treatment of bundled price concessions and believes that this guidance will

1 72 Fed. Reg. 38,122, July 12, 2007
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help to ensure accurate and consistent ASP calculations across manufacturers. Nonetheless,
Novartis has identified several areas of ongoing concern, as discussed in more detail below.

A. CMS Should Specify that the Reallocation Requirement Is Limited to Contingent
Discounts Involving More than One NDC-9.

As CMS notes in the preamble to the Proposed Rule, there is the potential for great variation
in the structure of bundled arrangements and the characteristics of the drugs included in such
arrangements.2 Because of the variability in commercial contracts, and the complexity involved
in defining a bundled arrangement, Novartis believes that manufacturers will need more
detailed guidance from CMS regarding the scope of the proposed definition of a bundled
arrangement and the reallocation methodology. As illustrated by Figure 1, a single purchase
agreement may include multiple categories of discounts. Novartis urges CMS to make clear
that only those discounts that trigger the definition of a “bundled arrangement” —i.e., the
Category 1 discounts that are contingent on the purchase of more than one NDC-9—are
subject to reallocation. Specific guidance from CMS on this issue will promote the consistent
application of the methodology across manufacturers and ultimately enhance the accuracy of
ASP reporting.

Figure 1: Contracting Arrangements

\
1 Contract B: Line-item contract with non-contingent discounts
on multiple NDC-9s

Independent direct purchase discounts on Drugs D, E, and F, with
no conditions, or

Independent rebates on Drugs G, H, and I where the product is
placed on formulary and without regard to formulary status of
other products.
Contract A: Category 3: Non-Contingent Discounts on
Other NDC-9s

Direct purchase discount on Drug C that is not
conditioned on purchase of Drug A or B
Category 2: Non-Contingent Discounts on the
Same NDC-9s

15 % dirvect purchase discount on Drug A that is
not conditioned on the purchase of Drug B
Category 1: Contingent Discounts Involving
More than One NDC-9

10 % rebate on Drug A where a minimum market
share of Drug B is achieved

2 Id. at 38,151.
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The Proposed Rule directs that “the total value of all price concessions on all drugs sold under
a bundled arrangement must be allocated proportionately according to the dollar value of the
units of each drug sold under the bundled arrangement.”? Novartis is concerned that this
language could be read to mean that all discounts associated with drugs included in the
bundled arrangement, both contingent and non-contingent, must be reallocated. In the
example illustrated by Figure 1, this would mean that both the 10% rebate in Category 1 and
the 15% purchase discount in Category 2 must be reallocated. Novartis believes it would be
inappropriate to require reallocation of the non-contingent Category 2 discount because that
discount is not linked to the purchase of any other product and therefore is not part of the
“bundled arrangement.” Similarly, a contract that includes a “bundled arrangement”
involving certain NDC-9s may also include discounts on other, distinct NDC-9s that are not
conditioned on a purchase or performance requirement (see Category 3 of Figure 1). Novartis
urges CMS also to make clear in its final rule that because such non-contingent discounts on
different NDC-9s do not meet the definition of a “bundled arrangement”, they also are not
subject to reallocation.

B. CMS Should Confirm that Arrangements that do not Involve Contingent Price
Concessions Are Not a Bundled Arrangement.

Certain line-item purchase agreements offer the customer discounts on a series of distinct
drugs where the discounts are not contingent on formulary placement, the purchase of any
other drug under the contract, or any other purchase or performance requirement. Novartis
believes that the discounts under such line-item contracts, depicted as Contract B in Figure 1,
do not meet the proposed definition of a “bundled arrangement,” because they are not
“conditioned upon the purchase of the same drug or biological or other drugs or biologicals or
some other performance requirement.”* Such agreements also may be structured to include a
formulary placement requirement for each individual drug, but still without any linkage to any
other product, i.e. get a 5% rebate on a product if the product is included on the formulary.
Novartis believes that the discounts on these drugs also do not create a “bundled
arrangement” because they are not related to or contingent on the purchase or formulary
placement of any other drug under the contract.

Novartis raises this issue because it is concerned that the proposed regulation text could be
read to require reallocation even where a contingent discount does not exist, as is the case in
the two scenarios discussed in the prior paragraph. The Proposed Rule defines a bundled
arrangement as an arrangement under which a discount is conditioned upon the purchase of
the same drug or biological, other drugs or biologicals, or some other performance
requirement “or where the resulting discounts or other price concessions are greater than those
that would have been available bad the bundled drugs or biologicals been purchased separately
or outside of the bundled urrangement.”> Novartis interprets this language to require the
reallocation of discounts only where contingent discounts are present because it modifies and
relates back to the beginning of the definition, which requires the presence of a purchase or
performance condition. Requiring the reallocation of discounts where there are no purchase
or performance requirements or any other linkage between the products other than being sold
under the same contract would be a distortion of market transactions and would jeopardize
the accuracy of ASP payment rates. For these reasons, Novartis asks CMS to confirm its
interpretation and include it in the Final Rule.

3 72 Fed. Reg. at 38,226 (proposed 42 C.F.R. § 414.804)(a)(2)(iii)) (¢emphasis added).
4 1d. at 38,226 (proposed 42 C.F.R. § 447.802).
5 id.
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C. CMS Should Confirm that Valuation of the Relative Sales Volume of the Products in a
Bundled Arrangement For Purposes of Reallocation Should Be Net of Any Discounts
that Are Not Reallocated.

CMS proposes that the total value of all price concessions on all drugs sold under the bundled
arrangement “be allocated proportionately according to the dollar value of the units of each
drug sold under the bundled arrangement.”® As discussed in Section I.A above, Novartis
requests CMS to confirm that when contingent discounts exist in a contract, the “bundled
arrangement” includes (1) only the drugs subject to the contingent discounts and only those
discounts that are contingent, (2) no non-contingent discounts provided on the drugs that are
subject to contingent discount, and (3) no drugs that are not subject to any contingent
discounts. If CMS determines that the bundled arrangement is limited to category (1) above,
manufacturers will need specific guidance on how to value the relative sales volume of each
NDC in the bundle.” Novartis believes that the most logical approach would be to calculate
the sales volume of the products subject to reallocation net of any discounts that are not part
of the bundled arrangement. Novartis asks CMS to clarify that this approach to calculating
the relative sales volume of products in a bundled arrangement is a permissible means of
complying with the Proposed Rule.

D. CMS Should Consider the Impact of the Reallocation Methodology on the Lagged
Price Concession Calculation.

In the preamble to the Proposed Rule, CMS invited comment on how the proposed approach
for treatment of bundled price concessions for purposes of calculating ASP may impact the
estimation of lagged price concessions. Novartis urges CMS to consider how a broad
definition of a “bundled arrangement” may transform discounts that currently are not lagged
into discounts that are lagged due to the requirement to reallocate such discounts. As
discussed in Section I.A above, a contract may include a bundled arrangement as well as other
discounts that do not meet the definition of a bundled arrangement. If CMS determines that
the Category 2 and 3 discounts in Figure 1 are part of the “bundled arrangement” and
therefore must be reallocated, these non-contingent discounts will necessarily be lagged
because the universe of sales for purposes of reallocation will not be known until the end of
the performance period for the contingent rebate in Category 1. These non-contingent
discounts would otherwise have been known at the time of sale and incorporated into the ASP
calculation immediately as non-lagged discounts.

CAP Issues

Novartis has participated in the CAP program since its inception in July of 2006, and we
presently offer several of our products through this program. Based on feedback that we have
heard from our customers, and in keeping with the comments that the agency is seeking in the
Proposed Rule, we would like to offer the following comments on the CAP program. First, we
support the CMS’s decision to allow participating physicians to request to leave the program
via the hardship appeals process. The additional opportunity to leave the program, consistent

6 1d. at 38,226 (proposed 42 C.F.R. § 447.804(a)(2)(iii}).

7 If CMS determines that a bundled arrangement includes the non-contingent discounts in
categories (2) and (3) as well, Novartis believes the reallocation methodology should value each
product at its Wholesale Acquisition Cost and not net of the discounts subject to reallocation.
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with §1847(a)(5)(A)8 of the Act, would encourage physicians to join the program without fear
of being locked-in if they later suffer hardship. We would also support the expansion of the
election period to a year-round period to make the program open to the largest number of
interested parties. Physicians would therefore be able to join any time during the year, and
commit to participate for one year.

CMS has requested comment on the issue of whether to allow CAP vendors to provide
bevacizumab to providers for the treatment of Age Related Macular Degeneration. Currently,
CMS is allowing the CAP vendor to supply a 100mg single use vial of bevacizumab with
which a physician will utilize only 1mg of the vial for the prescribed patient and discard the
rest. This is inconsistent with the Medicare Claims Processing Manual®, which encourages
physicians to “use drugs most efficiently” so as to cut down the amount of wastage. We
recommend that CMS allow CAP physicians to purchase drugs such as bevacizumab outside
of the CAP program to avoid wastage.

In addition, we do not support the policy of allowing CAP vendors to compound or repackage
drugs. This practice may make manufacturers less willing to provide their products through
the program if they can not control the integrity of the product ultimately reaching the end
user.

COREF Issues

Novartis strongly supports the Proposed Rule, which would allow the administration of
influenza vaccines to Comprehensive Outpatient Rehabilitation Facilities (CORF) patients in
the CORF setting. Although such vaccines have traditionally fallen outside the scope of CORF
services, CMS’ proposal to revise the conditions of participation at §485.51(a)"” to permit CORFs to
provide to their patients influenza vaccines in addition to CORF services is an important means of
ensuring that all Medicare beneficiaries have increased access to flu vaccinations ensuring they
receive high quality health care. Increased vaccination rates lead to improved health outcomes and
lower costs. Increasing the settings in which Medicare beneficiaries can receive influenza vaccines
will increase these positive outcomes.

Drug Compendia

Novartis supports CMS’ proposal to create an annual process for updating the list of
compendia used to determine medically-accepted indications for drugs and biologicals used in
anticancer chemotherapeutic treatment. We understand that pursuant to Section 1861(t)(2) of
the Social Security Act, as well as instructions provided in the Deficit Reduction Act of 2005,
CMS must continue to recognize the United States Pharmacopeia-Drug Information (USP-DI)
and American Hospital Formulary Service (AHFS) and that this proposed annual process is
meant to augment the list of recognized compendia. As a pharmaceutical company committed
to advancing effective and novel treatments for cancer, Novartis strongly believes that the
available resources from which policy makers can draw in developing coverage policies is an
essential component to maximizing patients’ access to new and innovative therapies. The
proposed public process is a transparent and timely step in that direction.

8 Social Security Act (SSA) § 1847 (a)(5)(A)
& Medicare Claims Processing Manual, Chapter 17, § 40
10 Balanced Budget Act of 1997, § 485.51(a)
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We are concerned however with CMS’ proposal that a compendium must be indexed by drug
or biological and not by disease-state in order to be recognized for the purposes of determining
recognized off-label uses for anticancer treatments. Novartis believes that such a requirement
is not reflective of the sources oncologists currently use in determining accepted treatments,
and is an arbitrary requirement in that drug-indexed compendia are not in-and-of themselves
more scientifically rigorous than those that are disease-indexed.

In the early 1990s when Section 1861(t)(2) was added to the Social Security Act, compendia
were more uniformly organized by drug. Over the past decade, however, physicians have
increasingly begun referencing disease-based compendia to help guide therapeutic choices; this
is particularly true in cancer treatment. Today’s treatment of many cancers involves multi-drug
regimens and oncologists often turn to compendia that are organized by disease-state to help
determine the best and most current regimens for a patient’s particular cancer. To allow only
drug-indexed compendia to guide coverage policies would mean that oncologists would be
expected to cross-reference multiple compendia (those organized by disease-state to those
organized by drug) to be certain that each drug in a particular regimen will be covered by
Medicare. The importance of Medicare coverage in determining oncologist’s decisions cannot
be underestimated. A 200S survey of oncologists sponsored by the Pharmaceutical Research
and Manufacturers of American (PhRMA) and the Association of Community Cancer Centers
(ACCC) found that 53% of oncologists reported Medicare coverage policy frequently or very-
frequently influenced their clinical decision making. Given the impact Medicare coverage
policy has on treatment decision-making, and the importance of disease-based compendia in
providing information to oncologists on accepted regimens, we urge the agency to remove this
requirement and to allow compendia indexed by disease as well as drug/biological to be
considered as part of the annual, public review process.

TRHCA - - SECTION 101(b): PQRI (Physician Quality Reporting Initiative)

A. Novartis supports the use of physician organizations as “consensus-based organizations”
for the purpose of developing performance measures.

We support and applaud CMS for continuing with their use of performance measures to help
promote quality and efficiency in the treatment of Medicare beneficiaries. In the Proposed
Rule, CMS discusses that MIEA-TRHCA requires the use of consensus-based development
processes for future PQRI measures. While we understand this requirement, we believe that
CMS is not making proper use of voluntary consensus standards which have been developed
and applied by many specialty organizations. These preferred practice standards or guidelines
are the standards to which many specialty societies hold their members, and as they should be
evaluated as a PQRI measure regardless of NQF endorsement status. Since the Proposed Rule
does not require voluntary consensus standards to meet the NTTAA or OMB-119 definition,
we would encourage the agency to partner with a broad group of physician organizations in
order to seek assistance in developing measures that fit into currently accepted practice
patterns.
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B. Novartis supports the adoption of three quality measures for influenza vaccination.

Novartis also strongly encourages the adoption of the three proposed quality measures related
to influenza vaccination for the 2008 PQRI. These quality measures are:

¢ Influenza vaccination in patients with End Stage Renal Disease;
¢ Universal influenza vaccine screening and counseling; and
e Influenza vaccination for patients 50 years and older.

Adoption of these measures will lead to greater screening, counseling, and influenza
vaccination, which will, in turn, lead to higher quality of care and avoidance of flu-related
costs. As the Centers for Disease Control and Prevention’s (CDC) Advisory Committee on
Immunization Practices (ACIP) has stated, influenza vaccination is the most effective means of
preventing influenza virus infection and the potentially serious complications that can arise.
Seasonal influenza infects 15-60 million Americans each year, according the CDC. Of those,
more than 200,000 people are hospitalized from flu complications, and about 36,000 people
die. Older people are at high risk for serious flu complications. In fact, more than 90 percent
of deaths from influenza related complications occur in persons 65 years and older. The
National Coalition for Adult Immunization estimates that the total direct and indirect costs of
influenza in the United States are more than $12 billion annually.

Healthy People 2010 includes a national health objective of vaccinating at least 90% of
persons aged 65 and older. However, preliminary data from the National Health Interview
Survey estimated that the national influenza vaccine coverage among this population in the
second quarter of 2006 to be just 66%. Reaching the 2010 goal will require further
intervention. The PQRI is an important tool in reaching the 2010 goal because it provides
health professionals with the incentives and information needed to reach the people who are
remaining unvaccinated.

Given the effectiveness of influenza vaccines, and the incredible potential for the prevention of
medical complications and death, vaccinating Medicare beneficiaries against influenza is a
smart and effective means of increasing health care quality and reducing health care costs.

We understand that MIEA-TRHCA requires that quality measures must be adopted or
endorsed by a consensus organization, such as the National Quality Forum (NQF) or AQA.
One of the influenza vaccine measures we are encouraging CMS to include - influenza
vaccination for patients 50 years and older — has already been endorsed by the NQF and
reflects ACIP recommendations since 2000. Analysis of 2006 Medicare fee-for-service data
shows that there were more than 30,000 hospitalizations involving influenza in beneficiaries
45 and older (89 percent of these involved individuals 65 and older). These hospitalizations,
and their associated costs, could have been mitigated with a simple, effective and inexpensive
influenza vaccine. Since this measure already meets the standard set by the Act, CMS should
face no barriers to the adoption of this measure.

The other influenza vaccine measures are currently under development by organizations
dedicated to, and expert in health care quality standards, but have yet been adopted by the
NQF. We encourage CMS to adopt these measures since we believe that they will promote
greater quality of care for Medicare beneficiaries. We encourage CMS to adopt the “universal
influenza vaccine screening and counseling” quality measure. Studies have shown physician
recommendation is one of the strongest determinants of an individual seeking vaccination and
proper screening helps health professionals identify and advise individuals who might not
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otherwise have considered vaccination. The proposed measure is currently under development
by Quality Insights of Pennsylvania and would provide a strong incentive for health care
providers to expose their patients — Medicare beneficiaries and others — to the health care
benefits of influenza vaccination.

The measure “influenza vaccination in patients with End Stage Renal Disease” is currently
under development by the American Medical Association’s Physicians Consortium for
Performance Improvement (PCPI). CMS has proposed to select measures under development
by the PCPI based upon several factors, including whether the measure will be sufficiently
developed and refined for 2008 PQRI implementation, the degree to which they meet the
needs of the Medicare program, and their functionality in terms of their ability to be collected
and calculated in the PQRI program. PCPI has already published a detailed description of the
measure, including information on the numerator, denominator and denominator exclusions,
thus showing that the measure is sufficiently developed for use in the 2008 PQRI. The
measure is also easily collected and measured since the measure involves a series of yes/no
questions that can be answered through medical records and claims data. Most importantly,
despite the CDC recommendation that patients with renal dysfunction receive yearly influenza
vaccines, a review of Medicare billing data has shown that the ESRD population had a less
than 50 percent vaccination rate for the 1997 and 1998 flu seasons. Adopting this measure
will be an important step towards better quality of care for ESRD patients.

We thank CMS in advance for its serious consideration of these comments and look forward
to working with you to ensure accurate Medicare price reporting. Please feel free to contact
me at 202-662-4378 if you have any questions regarding our comments or need additional
information.

Sincerely,

(gmw;ﬁ G Y/%

Bonnie Washington
Vice President, Health Policy
Novartis Pharmaceuticals
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Centers for Medicare & Medicaid Services —
Department of Health and Human Services

Attention: CMS-1385-P

Room 445-G

Hubert H. Humphrey Bldg.

200 Independence Ave., SW

Washington, DC 20201

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

Dear Mr. Kuhn:

| am President of the Maryland Patient Care and Access Coalition, Inc.
(“MPCAC”). MPCAC is comprised of 14 medical practices with more than 140
physicians with offices in 15 different Maryland counties. Combined, we treat tens of
thousands of Maryland patients every year. MPCAC’s member practices specialize in
orthopaedics, urology and emergency medical care. We all, however, are members of
MPCAC for one reason: to promote a high quality of patient care, including the
improvement of patient access to (1) state-of-the-art diagnostic imaging technology
such as magnetic resonance imaging (“MRI”) and computed tomography (“‘CT"),
(2) cancer treatment technology such as intensity-modulated radiation therapies
(“IMRT") and (3) physical therapy services in a convenient and patient-friendly
environment.

On behalf of MPCAC, | thank you for the opportunity to comment on the
proposals by the Centers for Medicare & Medicaid Services (“CMS”) to change certain
aspects of the Medicare Purchased Diagnostic Tests Rule, the Reassignment Rule and
the federal physician self-referral law and implementing regulations (the “Stark Law”)
that were published on July 12, 2007 as part of the CY 2008 Medicare Physician Fee
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Schedule (the “Proposed Rule”).! Although we commend CMS on its continuing efforts
to develop clear and comprehensive regulations that implement the Stark Law, | write to
express the concerns of the MPCAC and its member practices about the nature of the
discussion in the Preamble to the Proposed Rule about in-office ancillary services and
to state, in response to the CMS solicitation for related comments, that MPCAC does
not believe that material changes to the in-office ancillary services exception to the
Stark Law are necessary. Moreover, MPCAC’s member practices are opposed to the
changes to the Purchased Diagnostic Tests and Reassignment Rules to the extent that
such changes would impose financial disincentives for our members to engage part-
time or contract radiologists or physical therapists. In fact, MPCAC would consider such
changes to the Purchased Diagnostic Tests and Reassignment Rules and/or any
significant narrowing of the in-office ancillary services exception to pose an unwarranted
barrier to the ability of our members to furnish quality patient care services to the
various communities they serve.

A. Background

MPCAC’s member practices furnish their patients with integrated orthopedic care
services, including in-office diagnostic imaging services and physical therapy services in
full compliance with the Stark Law in its current form. Quality of care, and the
convenience with which we furnish it to our patients, is dependant upon our ability to
continue to do so.

1. Diagnostic Imaging Services

MRI and CT technology has evolved into the normal, cost effective and expected.
standard of care throughout the country in diagnosing a wide variety of injuries and
ailments in the medical specialties of orthopaedics, urology, cardiology, neurosurgery
and emergency medicine, among others. These technologies, once considered
expensive, cumbersome and difficult to use, have advanced into available, affordable
and indeed indispensable patient diagnostic tools. Rather than questioning the
provision of MRI and CT scans, many insurers require them as a prerequisite to surgery
and other treatments because of the value of such scans in ensuring an accurate
diagnosis. On the flip side, the failure to utilize such state of the art diagnostic
technology in real time may cause the relevant physician(s) not insignificant malpractice
exposure.

' 72 Fed. Reg. 38,122 (July 12, 2007).
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The rapid advance in MRI and CT technology, followed by the reduction in
acquisition and installation costs, makes it possible for patients to avoid the
inconvenience of having to make multiple appointments in different venues to have MRI
and CT services performed outside of their own doctor’s offices. During the last
decade, physicians throughout Maryland, just like their counterparts across the nation,
have been able to incorporate affordable MRI and CT technologies into their practices
to provide more effective and cost efficient diagnosis and treatment to patients.
MPCAC’s member practices are no exception. It is important to note that no matter
where a patient goes for his or her MRI or CT scan (e.g., to a radiology practice group;
non-radiology practice group; multi-specialty physician practice group, with or without
radiologist members of the group; freestanding imaging center; or hospital), two facts
about the way in which such services are furnished remain constant: (1) the actual
images will be taken by trained, licensed technicians (not radiologists) using the
appropriate imaging technology, and (2) a Board-certified radiologist will read and
interpret the images. In those instances where the diagnostic imaging services are
furnished in the offices of the patient's non-radiology specialist, thereby making it more
convenient for the patient, the images still are read by a radiologist who may be inside
or outside of the group, but who bills the appropriate payor for his or her professional
services.

There is, therefore, no clinical, quality of care reason to change the Purchased
Diagnostic Tests or Reassignment Rules or to narrow the in-office ancillary services
exception so as to eliminate the ability of MPCAC’s member practices to fumish state-
of-the-art diagnostic imaging services in settings that are most convenient for their
patients and most expedient with respect to their ability to make a diagnosis, provided
such services are performed in full compliance with the in-office ancillary services
exception, in its current form, and are performed in the “same building” (as opposed to a
“centralized building”). Any such changes to current law would preclude patients from
receiving MRI and CT services from their own doctors with whom they have developed
a physician-patient relationship and require the patient to go to another facility (and
generally another location) to have a necessary service performed, thereby creating
what would in effect be a monopoly for certain radiologists and hospitals at the expense
of patient access to necessary care.

2. Physical Therapy Services

Several of MPCAC’s member practices ailso furnish physical therapy services to
their patients in the office setting. In concert with an expanding national trend to
assemble multi-specialty physician group practices to enhance the quality and
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convenience of patient care, these services are provided by qualified therapists who
have entered into bona fide employment and/or independent contractor arrangements
with MPCAC member practices. These therapists are part-time employees, full-time
employees and independent contractors, in much the same way that therapists typically
align themselves with hospitals. The salaries and fees that MPCAC’s member practices
pay to their therapists are the product of arms-length negotiations and are consistent
with fair market value.

The ability of our MPCAC member practices to affiliate with the best therapists is
critical to their ability to furnish the highest quality care to their patients. Rather than
improving quality of care, material changes to the in-office ancillary services exception,
the Purchased Diagnostic Tests Rule or the Reassignment Rule likely would take away
the practice’s ability to provide to patients the benefits of practicing with physical
therapists, thereby effectively compromising quality and convenience. Moreover, the
therapists with whom MPCAC members work clearly are exercising their prerogative to
affiliate with our practices, something that would be prohibited under some
circumstances by the Proposed Rule.

B. Effect of Proposed Changes to the Purchased Diagnostic Tests and
Reassignment Rules

Under current law, a physician or medical group may purchase the technical
component (“TC”) and/or the professional component (“PC”) of a diagnostic test from
another physician or supplier (the “Purchased Diagnostic Tests Rule”)? but may not
mark up the TC of such tests when billing the Medicare program (the “Anti-Markup
Provision”).® The Anti-Markup Provision does not, at present, apply to a purchased or
reassigned PC of any such diagnostic test. As a result, CMS has expressed concern
that the lack of an anti-markup prohibition with respect to the PC of diagnostic tests has
given rise to a proliferation of potentially abusive “revenue-driven” arrangements.* In an
attempt to remedy this situation, CMS proposes the following changes:

. With the exception of clinical diagnostic laboratory tests, the Anti-Markup
Provision set forth in the Purchased Diagnostic Tests Rule would apply to
both the TC and the PC of a diagnostic test performed by, and purchased

2 42 U.S.C. § 1395u(n)(1); 42 C.F.R. § 414.50.
\d.
4 72 Fed. Reg. 38,122, 38,181 (July 12, 2007).
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from, an “outside supplier”® — i.e., anyone other than a full-time
employee.®
. The Reassignment Rule would be amended to prohibit a medical group or

physician from marking up the TC or the PC of a diagnostic test performed
and then reassigned to the group or physician by someone who is not a
full-time employee at the time the service at issue is performed.’

As such, a MPCAC member practice would be permitted under the Proposed
Rule to mark up the PC of a reassigned diagnostic test only if the service was
performed by a full-time employee of the practice. Services performed by a bona fide
part-time employee or an independent contractor of a MPCAC member practice would
have to be charged at cost without any markup to cover the member practice’s
overhead expenses in furnishing the service. MPCAC submits that these changes to
the Purchased Diagnostic Tests and Reassignment Rules are unnecessarily broad and
put at risk a host of non-abusive and beneficial relationships. By removing the financial
feasibility of such purchasing and reassignment arrangements, CMS will make it more
difficult for physicians and medical groups to furnish these types of services, thereby
creating potential access issues for our patients.

A presumably unintended effect of the Proposed Rule is its potentially adverse
impact on physicians who (1) specialize in medical fields that involve the interpretation
of diagnostic tests (such as radiology, pathology and cardiology), and (2) need (or
prefer) to work on a part-time basis (for reasons relating to child care, age, health or
otherwise). If the changes to the Purchased Diagnostic Tests and Reassignment Rules
are finalized, medical practices will be required to accept the “net charge” of their part-
time employee or contractor without taking into account the overhead practice expenses
associated with that employee or contractor, and one or both of two socially regressive
things may happen: (1) there will be fewer part-time jobs, and/or (2) part-timers and
contractors will be paid less than they are paid at present in order for the medical group
to recoup its overhead costs, thereby inadvertently (and unhelpfully) creating additional
pay scale differentials.

Consequently, MPCAC requests that the Propose Rule be revised to, at a
minimum, allow medical groups to use part-time and contracted employees without
being subject to the Anti-Markup Provision, provided the medical group satisfies a Stark

3 72 Fed. Reg. 38,122, 38,225 (July 12, 2007) (42 C.F.R. § 414.50).
® 72 Fed. Reg. 38,122, 38,225 (July 12, 2007) (42 C.F.R. § 414.50 (a)(3)(ii)).
7 72 Fed. Reg. 38,122, 38,229 (July 12, 2007) (42 C.F.R. § 424.80(d)(3)).
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Law exception and furnishes the services in the medical group’s offices. CMS should
carve out from the definition of an “outside supplier” not only full-time employees of the
billing physician or medical group, but also part-time employees and independent
contractors. Similarly, in regard to the reassignment of the TC or PC of a diagnostic
test, we urge CMS to except not only full-time employees, but also part-time employees
and independent contractors of the billing physician or medical group.

C. Comments on the In-Office Ancillary Services Exception

in the Proposed Rule, CMS calls the in-office ancillary services exceptlon “[o]ne
of the most important exceptions to the physician self-referral prohibition,” yet solicits
comments on, among other things:

. Whether certain services should be excluded from the in-office ancillary
services exception (e.g., therapy services that are not provided on an
incident to basis, services that are not needed at the time of the office visit
in order for the physician to make his or her diagnosis or plan of treatment,
or complex laboratory services).

o Whether (and if so, how) the definitions of “same building” and “centralized
building” should be amended.

. Whether to impose any other restrictions on physician ownership or
investment in services that would curtail program or patient abuse.®

In so doing, CMS expresses concern about physician-contractors “who have
virtually no relationship with the [purchasing] group practice” who may be furnishing
services “in a building that is not physically close to any of the group practice’s other
offices,”'? indicates that these types of arrangements appear to be nothing more than
enterprises established for the self-referral of DHS,”"' and notes, seemingly critically,
the |nstallat|on of “sophisticated and expensive imaging or other equipment” in physncnan
offices.!

8 72 Fed. Reg. 38,122, 38,181 (July 12, 2007).
% 72 Fed. Reg. 38, 122, 38,181-82 (July 12, 2007).
10 . 72 Fed. Reg. 38,122, 38,181 (July 12, 2007).

' ld.

12 4.
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As noted above, MRI and CT technologies have evolved and become so much
more affordable in the recent past that in-office MRI and CT services have, indeed,
become nearly ubiquitous and are exactly the type of services that the in-office ancillary
services exception was designed to address, namely “DHS that are ancillary to the
physician’s core medical practice in the location where the core medical services are
routinely delivered.”® They are the standard of care and routinely are handled in this
way throughout Maryland and the United States.

The in-office ancillary services furnished by MPCAC’s member practices are
critically important to our ability to provide effective and convenient patient care and do
not in any way implicate CMS'’s stated concerns. MPCAC’s member practices must
retain the ability to provide diagnostic imaging and physical therapy services in their
own offices. As such, the in-office ancillary services exception should not be limited in
any way, provided the services are furnished in the “same building,” as that term is
currently defined. MPCAC recognizes that CMS may need to redefine “centralized
building,” however, to curtail certain abusive practices. MPCAC does not oppose such
changes.

Finally, the Proposed Rule suggests that the new Anti-Markup Provisions do not
apply to the TC of diagnostic tests performed in compliance with the in-office ancillary
services exception. ltis not entirely clear, however, if this inference is correct. The
confusion arises from a proposal made in 2006 that in order to bill Medicare for the TC
of a diagnostic test, the billing physician or medical group also would have to “directly
perform’ the PC.' The CY 2007 final rule did not incorporate this proposal and, in the
Preamble to the Proposed Rule, CMS observes that the provision “may be
unnecessary.”’® The actual text of the proposed regulation, however, 42 C.F.R.

§ 424.80(d)(3)(iii), states that “[t]o bill for the [TC of the] service, the physician or
medical group must directly perform the [PC] of the service.”'® Given the unequivocal
nature of CMS’ Preamble, this regulatory text may have been included in error. If it was
not included in error, and the phrase “directly performs” does not include services
performed by contractors or part-time employees, then the net effect of this provision
would be to shutdown many in-office ancillary services. Given the confusion over this
issue, CMS should clarify its current policy and/or the Proposed Rule regarding whether

'3 66 Fed. Reg. 856, 888 (Jan. 4, 2001).

4 71 Fed. Reg. 48,982, 49,056 (Aug. 22, 2006).

15 72 Fed. Reg. 38,122, 38,180 (July 12, 2007).

16 |d. at 38,229. (42 C.F.R. § 424.80(d)(3)(iii)) (proposed).
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the billing physician or medical group would have to “directly perform” the PC in order to
bill Medicare for the TC of a diagnostic test.

Under current law, the in-office ancillary services exception recognizes that
certain employment and contractual relationships among practitioners are beneficial to
patients and strike the appropriate public policy balance between the prophylactic
prohibition on self-referrals and the acknowledgment that certain arrangements not only
are appropriate, but also are necessary to enhance the efficient delivery of quality
health care. This balance acknowledges the importance of enabling physicians to offer
diagnostic imaging and physical therapy services that are good for patients.

* k Kk k *k k k &k

MPCAC understands that the proposed changes to the Purchased Diagnostic
Tests and Reassignment Rules, and the cornments solicited on the in-office ancillary
services exception, are motivated by a concem that certain specialists will make
improper and medically unnecessary patient referrals for diagnostic imaging and
physical therapy services in order to maximize their own financial gain. Although we
support the goal of ensuring that quality care is provided to Medicare beneficiaries free
of conflicts of interest, the Proposed Rule will have the opposite effect by impeding
health care practitioners from providing convenient, quality health care to their patients.

Thank you again for the opportunity to submit these comments on the Proposed

Rule.
S;?rel
James Xprk, M.D.

President
Maryland Patient Care and Access Coalition, Inc.
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Herb Kuhn
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Washington, DC 20201

RE: CMS-1385-P, Medicare Program; Proposed Revisions to Payment Policies, under rthe
Physician Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed waswns
to the Payment Policies of Ambulance Services under the Ambulance Fee Schedufe JorCY
2008; and the Proposed Elimination of the E-Prescribing Exemption for Computer-Genprated
Facsimile Transmissions (Vol. 72, No. 133), July 12, 2007. 3

Dear Mr. Kuhn:

On behalf of our nearly 5,000 member hospitals, health systems and other health care
organizations, and our 37,000 individual members, the American Hospital Association (AHA)
appreciates the opportunity to comment on the Centers for Medicare & Medicaid Services’
(CMS) proposed rule for the calendar year (CY) 2008 physician and ambulance fee schedules.

The majority of our comments address the proposed changes to regulations regarding prohibited
physician self-referrals under Medicare and Medicaid. The AHA supports CMS’ efforts to
modernize how federal laws manage potential physician conflicts of interest. The physician
self-referral law is one of several federal laws focused on prohibiting or limiting interactions
between hospitals and physicians that might have monetary value to either party. While the
intent is honorable — to avoid conflicts of interest — it is important that the net effect not impede
hospitals’ and physicians’ ability to work together using appropriate incentives to improve
quality, patient safety and community access to services. We urge CMS to view the
application of physician self-referral prohibitions not only from the perspective of
controlling abusive behavior, but also from the perspective of encouraging care
improvement initiatives that would benefit patients, hospitals and physicians.
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PHYSICIAN SELF-REFERRAL PROVISIONS

All health care is about teamwork. Hospital care is especially dependent on the ability of
hospital leaders and physicians to work together to improve the delivery of health care to get
patients the right care, at the right time, in the right setting. The need for collaboration among
health care providers has never been more compelling, as collaboration, quality and efficiency
are inextricably related.

Federal laws that affect hospital-physician relationships should be applied to recognize and
facilitate care improvement initiatives that would benefit patients, hospitals and physicians.

They should allow hospitals and physicians to come together, using incentives where
appropriate, to not only reduce costs, but also improve access and the efficiency, quality and
safety of hospital care. To do that, they should foster hospital-physician incentive arrangements
designed to improve or maintain community access to services, or to achieve one or more of the
six aims for health care delivery articulated by the Institute of Medicine (IOM) in its report,
Crossing the Quality Chasm. The six aims are that health care be safe, effective, patient-centered,
timely, efficient and equitable.

Specifically, the AHA believes the self-referral rules and others should foster hospital-physician
incentive arrangements that are designed to:

e Achieve needed improvements in the health care delivery system, even if they do not
produce an immediate cost savings.

e Sustain community access to services that are essential. With physicians less dependent
on hospitals as a place to practice, new relationships, including financial relationships,
should be allowed in order to maintain community access to services (such as trauma and
emergency department (ED) services), support community outreach efforts, care for the
uninsured and other aspects of hospital operations that require physician support.

e Promote the integration of clinical care across providers, across settings and over time.
Health plans and purchasers often adopt different approaches to payment for hospitals
and physicians that in turn create differing and sometimes conflicting incentives. As more
purchasers move toward pay-for-performance methods, the need to align hospital and
physician payment incentives becomes critical.

¢ Enhance institutional or practitioner productivity or achieve other efficiencies.

The AHA urges CMS to reconsider its proposed changes to meet both the goals of the self-
referral laws and the equally important public policy goal of evidence-based, patient-
centered and systems-oriented care delivery.

Our specific concerns and comments on this proposed rule follow three overarching themes:
1. The percentage-based compensation proposal would work against achieving clinical

integration and coordination.
2. The proposals do not adequately facilitate the coordination and cooperation needed to
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serve communities, especially in rural areas.
3. The proposed expansion of the exception for subsidizing obstetrical (OB) malpractice
insurance is too narrow.

However, at least twice in the proposed rule CMS alludes to changes it may be making in
another rule that are related to the same topics. To the extent later proposals affect AHA’s
views, we may provide additional concerns or comments at that time.

1.) THE PERCENTAGE-BASED COMPENSATION PROPOSAL WOULD WORK AGAINST ACHIEVING
CLINICAL INTEGRATION AND COORDINATION.

The proposal to limit percentage-based compensation solely to “revenue directly resulting from
personally performed physician services” is too limiting and fails to recognize the important role
financial incentives play in achieving the goals that the IOM has set for all of health care. It
would appear to prohibit payment arrangements based on achieving quality measures, patient
satisfaction or efficiencies. It also focuses on an individual physician in a vacuum. Achieving
many of the public policy goals for patient care and the delivery system change requires more
than what a hospital or a physician can do alone. To be effective, the incentives must drive
individuals to work together to achieve the kind of outcomes expected (e.g., achieving
immunization goals across a group of children or getting beta blockers to a heart attack victim).

The AHA believes that percentage-based payments should be permitted for certain types of
arrangements when: they are designed to achieve an acceptable purpose; there are
mechanisms in place to protect the quality of care provided to beneficiaries and avoid
inappropriate influence on physician referrals; and the incentive arrangements are
transparent to patients. The types of arrangements that should be permitted include:

sharing of cost savings from efficiencies;

incentives to meet quality indicators — even when cost savings do not accrue to the
hospital;

incentives to clinically integrate services and coordinate care across settings;
sharing of pay-for-performance bonuses from payers;

service contracts to build new service capacities; and

management contracts.

These arrangements can improve the care provided, and while they may not yield tangible
savings to a hospital, they may yield savings to the health care system overall.

As proposed, the change in regulation is much too limiting and out of sync with the relationships
that are developing and need to evolve to meet the public policy goals for health care delivery.
Recognizing the challenges set out by the IOM, and responding to the use of financial incentives
by the government and other payers, the financial model for integrated care delivery has come to
rely on sharing revenue in appropriate ways as a mechanism to incent appropriate behavior.
These efforts will be frustrated if the only factor that may be taken into account is physician-
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performed services.

Unlike anti-kickback law safe harbors, which do not preclude the evolution of financial
relationships, the self-referral law requires strict compliance with exceptions. CMS should be
careful it does not limit appropriate innovations designed to achieve the IOM goals. An
important consideration in developing the contours of this exception is to keep in mind the
companion anti-kickback law, which can be the ultimate protection against abuse. Just as CMS
""stepped back'' to develop rules related to information technology (IT) that recognized
larger public policy goals for IT in health care, the AHA urges the same perspective
regarding the use of appropriate financial incentives to achieve evidence-based, patient-
centered, systems-oriented health care.

2.) THE PROPOSALS DO NOT ADEQUATELY FACILITATE THE COORDINATION AND
COOPERATION NEEDED TO SERVE COMMUNITIES, ESPECIALLY IN RURAL AREAS.

The AHA supports narrowing the in-office ancillary services exception to cover only those
services ‘“necessary to the diagnosis or treatment of the medical condition that brought the
patient to the physician’s office.” The current expansive use of the exception has led to the
duplication of services and technology and, as reported by the Medicare Payment Advisory
Commission, to over-utilization, higher expenses and unnecessary procedures for patients. In
today's environment, overuse of the in-office ancillary exception is one of the many forces
driving hospitals and physicians apart and frustrating achievement of the IOM goals.

The negative effects are particularly acute in rural communities. While narrowing the in-office
exception is a good beginning, it does not adequately address the access issues created for
members of rural communities. The rules for the “rural provider’’ exception also should be
revised. As currently applied, it can be used without regard to whether there is unmet need in
the community or there will be reduced access for the overall community to needed health care
services. Anecdotally, turn-key arrangements between manufacturers and physicians and
physician-only owned technology often result in the steerage of more lucrative patients away
from the community hospital to physician offices or owned entities. In rural communities where
the volume of needed services is not sufficient to support both hospital-based and physician
practice-based duplicative services, it is always the hospital-based service that will suffer
because physicians control where their patients go. The ultimate effect is to potentially
jeopardize the viability of the local hospital and that community's around-the-clock access to
needed health care services. It also can jeopardize access to a particular service for less lucrative
patients who do not have access to physician practice-based services.

The AHA supports CMS’ effort to assure that services provided “under arrangements”
meet a community need, and that individual patients receive care in the setting most
medically appropriate to their medical needs. Consistent with the IOM goals, only those
arrangements that foster needed improvements in the delivery system, sustain community access
to essential services, promote clinical integration or enhance efficiencies should be enabled.
However, the proposal for services furnished “under arrangements” may unintentionally
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eliminate hospital-physician joint ventures designed to achieve the IOM goals.

3.) THE PROPOSED EXPANSION OF THE EXCEPTION FOR SUBSIDIZING OBSTETRICAL (OB)
MALPRACTICE INSURANCE IS TOO NARROW.

As suggested in the rulemaking, maintaining OB services in some communities is an
increasingly difficult challenge. Multiple factors contribute, including the cost of malpractice
premiums in some areas. Fewer physicians are training for the specialty, and physicians with
training and experience have left the field or are considering leaving that area of practice.
Permitting malpractice insurance subsidies under a broader range of circumstances may help
minimize the loss of OB services in some communities.

The current preconditions for subsidizing coverage — that the physician practice is in a primary
care health professional shortage area (HPSA) and that 75 percent of those served live in a
primary care HPSA or be medically underserved — are too limiting. Non-HPSA areas may have
a high indigent population, and an increase in primary care physicians may take an area out of
the primary care HPSA designation without any increase in physicians providing OB services.
The combination of the relatively low payment for OB services and the high cost of insurance
premiums works against a physician agreeing to maintain 75 percent of his or her OB practice
for the underserved. Another limitation of the current exception is that it only addresses
shortages in connection with the medically underserved. In some communities, the shortage is
much broader. In relatively affluent areas, a mismatch between increasing insurance premiums
and other practice expenses with relatively low payments for OB services is leading to OB
shortages for the general community. The net effect can be “OB-underserved” communities.
Permitting subsidies in those communities may similarly help minimize the loss of OB services.
The AHA recommends that this exception be allowed in any area where there is a shortage
of physician OB services.

AMBULANCE - BENEFICIARY SIGNATURE

CMS also proposed revisions in the ambulance fee schedule portion of the rulemaking. While the
AHA believes that CMS was attempting to minimize the burden on ambulance providers in
obtaining a signature during emergency transport, the resulting proposal in actuality would
increase the administrative and compliance burden. Ambulance providers face significant
hardships in complying with the beneficiary signature requirements because a large portion of the
beneficiaries transported are not in a condition to sign a claims authorization form. Many
beneficiaries are in physical distress, unconscious or of diminished mental capacity due to age or
illness — the very reason they need ambulance transportation rather than arranging their own
transportation. Thus, we urge CMS to abandon the proposed approach, and to instead
eliminate the beneficiary signature requirement for ambulance services entirely.

Guidance on what steps must be taken when a beneficiary or authorized patient representative is
not available already is included in the CMS manuals. This guidance requires the ambulance
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provider or supplier to document that the beneficiary was unable to sign, the reason and that no
one could sign for the beneficiary. In addition, the regulations currently permit an ambulance
provider to submit a claim signed by its own representative when the beneficiary is physically or
mentally incapable of signing and no other authorized person is available or willing to sign on
the beneficiary’s behalf.

Under the proposed rule, a provider would only be reimbursed for a claim when the beneficiary
did not sign for the service if a series of requirements are met. The proposal mirrors the existing
requirements, but adds additional documentation requirements. Two of the requirements
proposed are already always met, as the ambulance crew will always complete a trip report that
lists the condition of the beneficiary, the time and date of the transport and the destination where
the beneficiary was transported. A third proposed requirement that these items be maintained for
four years from the date of service is also reasonable. However, we do not believe it is necessary
to formally include these in the regulation as they are already required and standard practice.

The AHA would support the adoption of the amendment to 42 C.F.R. §424.36(b)(6) to include
subsection (i), which requires that no authorized person was available or willing to sign the claim
on the beneficiary’s behalf at the time the service was provided in order for an exception to
apply. This would formally adopt an exception under those circumstances that would allow
ambulance providers to bill Medicare without a beneficiary’s signature.

The proposed rule also would add a requirement that an employee of the receiving facility (i.e.,
hospital) sign a form at the time of transport, documenting the name of the patient and the time
and date the patient was received by the facility. The AHA does not support this new
requirement as it adds burden for both facilities and ambulance providers during a particularly
hectic period of service delivery when all of the focus should be on the patient. Treatment and
care of the beneficiary should be the overriding focus of all parties, not another form signed by
already overburdened ED personnel.

The beneficiary signature is no longer necessary given that it is not required for the assignment
of benefits or the authorization of records release. In addition, almost every covered ambulance
transport is to or from a facility (i.e., a hospital or a skilled nursing facility). These facilities
typically obtain the beneficiary’s signature at the time of admission, authorizing the release of
medical records for their services or any related services. We believe that ambulance transport
to a facility, for the purpose of receiving treatment or care at that facility, constitutes a “related
service.”

The AHA urges CMS to withdraw the proposed beneficiary signature requirements for
emergency ambulance transports and instead eliminate the beneficiary signature
requirement for ambulance services entirely if the beneficiary is physically or mentally
incapable of signing and no other authorized person is available or willing to sign on the
beneficiary’s behalf.
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If you have any questions about these comments, please feel free to contact me or Maureen
Mudron, Washington counsel, at (202) 626-2301or mmudron@aha.org regarding the physician
self-referral provisions, or Danielle Lloyd, senior associate director for policy, at (202) 626-2340
or dlloyd@aha.org regarding the beneficiary signature provisions.

Sincerely,

wé_?-)u ek

Rick Pollack
Executive Vice President
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Leslie V. Norwalk, Esq.

Acting Administrator

Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
Attention; CMS-1385-P

P.O. Box 8018

Baltimore, MD 21244-8018

cc: 445-G Hubert H. Humphrey Building
200 Independence Ave. S.W.
Washington, DC 20201

Delivered by Courier and Electronically

Ref: CMS -1385-P, 72 F. R. 133, July 12, 2007 - Medicare Program; Proposed
Revisions to Payment Policies Under the Physician Fee Schedule, and Other Part B
Payment Policies for CY 2008

Dear Ms. Norwalk:

These comments are submitted on behalf of the American Medical Rehabilitation Providers
Association (AMRPA). AMRPA is the national voluntary trade association which represents
over 550 freestanding rehabilitation hospitals, rehabilitation units of general hospitals, and a
number of outpatient rehabilitation service providers. Many, if not most, of our members
provide outpatient therapy services either through the outpatient departments of hospitals or
though outpatient clinics, Comprehensive Qutpatient Rehabilitation Facilities (CORFs), or
rehabilitation agencies. = We have reviewed the proposed rule in-depth and our comments
follow.

A. TRHCA—SECTION 101(b): — PQRI, pg 38197
The Tax Reform and Health Care Act of 2006 (TRHCA) created the Physician Quality
Reporting Initiative (PQRI) under which eligible professionals who successfully report a
designated set of quality measures on claims for dates of service from July 1 to December
31, 2007, may earn a bonus payment, subject to a cap, of 1.5% of total allowed charges
for covered Medicare physician fee schedule services. The Act also directed CMS to

1710 N Street, NW « Washington, DC » 20036 « Toll Free: 888-346-4624 » Phone: 202-223-1920
o _ * Fax: 202-223-1925 « Wéb: www.amrpa.org
Administrative Offices ¢ 206 South Sixth Street * Springfield, IL * 62701 ¢ Phone: 217-753-1190 * Fax: 217-525-1271
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1385-P

P.O. Box 8018

Baltimore, MD 21244-1850

RE: Medicare Program; Revisions to Payment Policies Under the Physician Fee
schedule for CY 2008, and Other Part B Payment Policies for CY 2008; CMS-
1385-P

Dear Sir or Madam:

The American Society of Hematology (ASH) appreciates the opportunity to comment
on the proposed physician fee schedule changes for 2008. ASH represents
approximately 11,000 hematologists in the United States who are committed to the care
and treatment of patients with blood-related disorders. Society members include
hematologists and hematologist/oncologists who frequently render services to Medicare
beneficiaries under the physician fee schedule. ASH would like to offer some general
comments and some comments on issues that specifically impact hematologists:

Coding—Additional Codes from S-Year Review--Work Adjustor

In this proposed rule, CMS announces that the Five-Year Review Work Adjuster will
increase from -10.1% to -11.8%. ASH recommends that CMS eliminate the work
adjuster. While cognizant of the legal requirement to adjust for budget neutrality when
changes in relative values cause projected expenditures to change by more than $20
million, the Society believes that adjustments for budget neutrality should be applied to
the conversion factor rather than to all work relative values.

Factors in favor of eliminating the work adjuster include:

1. It would minimize confusion on the part of other payers whose payments are
based on the Medicare Relative Value Scale.

2. It would make the fee schedule more transparent and understandable to
physicians and members of the public.

3. It would mitigate adverse impact on the values for evaluation and management
services. The increases in the work values for E/M services achieved through
the 3" five year review were substantially diluted by the reduction in work
values for 2007 and by the further reduction proposed for 2008.

4. It would be more consistent with the manner in which budget neutrality has
been maintained throughout most of the history of the physician fee schedule.

For all of these reasons, and considering that the budgetary impact is identical, ASH
strongly recommends that CMS eliminate the separate work adjustment and provide for
budget neutrality by adjusting the conversion factor.

49th Annual Meeting & Exposition + December 8-11, 2007 + Atlanta, GA
Visit our Web site at www.hematology.org
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TRHCA-Section 101(d): PAQI

ASH is understandably concerned about the potential 9.9 percent reduction in the conversion
factor for 2008 that results from the impact of the Sustainable Growth Rate (SGR) system. While
the Congress may intervene to enact a positive update for 2008, the law authorizes CMS to use
the $1.35 billion from the Physician Assistance and Quality Initiative (PAQI) Fund to lessen the
reduction in the conversion factor if the Congress does not intervene. Thus far CMS plans to use
those funds for incentive payments under the Physician Quality Reporting Initiative (PQRI) for
2008 services.

ASH remains an active supporter of the PQRI program. Quality indicators developed by ASH
were among the initial menu of PQRI indicators published by CMS in January 2007 and will also
be included in the 2008 program. However, in the event that legislative relief on the conversion
factor reduction is not forthcoming, ASH urges CMS to redirect the PAQI funds toward lessening
the draconian impact of SGR on payment for all physicians instead of using them for bonus
payments to a minority of physicians.

Coding-Payment for IVIG Add-on Code

——

ASH applauds CMS’ decision to continue the additional payment for the administration of
Intravenous Immune Globulin (IVIG). This decision applies to 2008 only. Based on informal
reports from our members, we understand that users of IVIG are still experiencing difficulties in
obtaining the appropriate product at the allowed payment rates. Even though the addition of the
add-on payment does not make the reimbursement for IVIG whole, ASH requests that CMS
continue this payment in years after 2008 until there is hard evidence that the marketplace is more
stable than is currently the case.

Coding-TRHCA-Section 110: Anemia Quality Indicators

ASH will continue to work with CMS on developing evidence-based standards for the use of
erythropoiesis stimulating agents (ESAs) for management of anemia related to cancer treatment.
The Society has recommended needed improvements to the recent National Coverage Decision
(NCD) that we trust will be given due consideration. Among the concerns expressed to CMS is
the potential impact of the NCD on the need for red blood cell transfusion in chemotherapy
patients. ASH hopes to collaborate with CMS in collecting claims-based data in order to analyze
this and other related issues. ASH understands the NCD requires the reporting of anemia quality
indicators in 2008 when claiming payment for ESAs although the precise form of the reporting is
left to the discretion of CMS. We urge CMS to closely consult ASH and other interested parties
concerned with the treatment of cancer patients to assure that the reporting requirement for
physicians does not become burdensome. ASH further hopes that CMS will agree to eliminate
the requirement for routine reporting of hemoglobin levels over time and consider exploring
alternatives for assuring compliance with the NCD. These might include sample reporting or
reporting only by physicians whose utilization of ESAs identifies them as potential outliers
compared to their peers. Another option could be the promulgation of quality indicators for the
use of ESAs in cancer treatment that could be used to improve compliance with the NCD through
the PQRI process.

Drug Compendia

ASH continues to support the use of designated compendia in determining the acceptability of
off-label uses of drugs in anti-cancer chemotherapy. However the Society believes that local
carriers should retain the flexibility to approve such off-label uses of drugs whether or not they
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are listed in an approved compendium. As is noted in the rule, hematologists and medical
oncologists do not rely solely on published compendia in determining drug treatment but may
also use published guidelines, clinical trial protocols and, on occasion, consultation with peers.
This should be done only when medically necessary, i.e. when a malignancy is resistant to
standard treatment or when a particular drug protocol is not appropriate for a particular patient
and there is reason to believe that the off-label drug is more likely to be efficacious or better
tolerated.

Thank you for the opportunity to offer these comments. If ASH can provide any further
information, please contact Carol Schwartz, ASH Senior Manager, Policy & Practice, at
cschwartz@hematology.org or 202-292-0258.

Sincerely,

&WIW

Andrew 1. Schafer, MD
President
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VIA HAND DELIVERY AND EMAIL
www.cms.hhs.gov/requlations/eRulemaking

Mr. Herb Kuhn

Acting Deputy 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-P] Medicare Program; Proposed Revisions to Payment Policies Under the
Physician Fee Schedule, and Other Part B Payment Policies for CY 2008

Dear Acting Deputy Administrator Kuhn:

Hoffmann-La Roche Inc. (“Roche”) appreciates this opportunity to submit comments regarding the
proposed rule Medicare Program,; Proposed Revisions to Payment Policies Under the Physician Fee
Schedule, and Other Part B Payment Policies for Calendar Year 2008.! As a company dedicated to
bringing innovative, effective, high quality therapies to patients, Roche supports updating payment policies
under the Medicare Physician Fee Schedule (the “MPFS”) to reimburse the provision of important services
in a fair and equitable manner.

Roche understands the challenges the Centers for Medicare and Medicaid Services (“CMS”) faces
in advancing the healthcare system for the millions Medicare beneficiaries and thousands of its
participating providers so that they receive and provide high-quality services at an appropriate cost. While
we generally support most of the efforts proposed by CMS to promote fair prescription drug?
reimbursement practices, we offer comments and recommendations regarding the following issues raised
under the proposed MPFS rule. In brief:

172 Fed. Reg. 38122 (July 12, 2007).

2 The term “drug” refers to both drugs and biologicals.

Hoffmann-La Roche Inc. 340 Kingsland Street Pubilic Policy Tel. 973-562-2010
Nutley, New Jersey 07110-1199 Fax 973-562-2386
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= Roche recommends that CMS adopt the Medicare Payment Advisory Commission’s (‘“MedPAC")
option for defining bundled price concessions under the average sales price (“ASP”) methodology
that would parallel bundling requirements under the Medicaid Drug Rebate Program.

» Roche supports the easing of the existing restriction on transporting Part B Competitive Acquisition
Program (“CAP") drugs, where it is permitted by State law and other applicable laws and
regulations.

» Roche applauds CMS’s efforts to create a public process and standard criteria for adding and
revising the list of approved compendia.

= Roche requests that CMS amend the proposed quality measure, number 73, to include planning
for both oral and intravenous (V") chemotherapy.

* Roche recommends the addition of telehealth services to monitor and manage patients on oral
chemotherapy.

ASP Issues

Under its current guidance, CMS permits pharmaceutical manufacturers to exercise discretion in
allocating discounts across “bundied arrangements” in calculating average sales price (‘ASP”). Inits CY
2007 Physician Fee Schedule Rule, CMS states in part:

‘we believe it is important to be cautious in establishing a specific
methodology that all manufacturers must follow for ASP purposes.
Consequently, we are not establishing a specific methodology that
manufacturers must use for the treatment of bundled price concessions
for purposes of the ASP calculation at this time. In the absence of specific
guidance, the manufacturer may make reasonable assumptions in its
calculations of ASP, consistent with the general requirements and the
intent of the Act, Federal regulations, and its customary business
practices. Our intent in not being prescriptive in this area at this time is to
allow manufacturers the flexibility to adopt a methodology with regard to
the treatment of bundled price concessions in the ASP calculation that,
based on their particular circumstances, will best ensure the accuracy of
the ASP calculation and not create inappropriate financial incentives.”

For CY 2008, CMS now proposes a standard definition for “bundled arrangement,” and to specify
that, “all price concessions on drugs sold under a bundled arrangement must be allocated proportionately
to the dollar value of the units of each drug sold under the bundled arrangement.”™ Although Roche
continues to believe that the flexible approach that CMS adopted for CY 2007 was appropriate given the
unique attributes of the ASP price reporting methodology (including use of a rolling average methodology

371 Fed. Reg. 69624, 69675 (Dec. 1, 2006).

Hoffmann-La Roche Inc. 340 Kingsland Street Public Policy Tel. 973-562-2010
Nutley, New Jersey 07110-1199 Fax 973-562-2386
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for lagged price concessions), Roche strongly agrees with CMS that, if a methodology is to be adopted,
consistency where possible with the Medicaid Drug Rebate Program methodology for allocating bundled
sales would be preferable to a methodology that is specific to ASP.

In the CY 2008 proposed rule, CMS offers two scenarios for consideration, both of which were first
offered by Medicare Payment Advisory Commission (“MedPAC") in its January 2007, Report to Congress.’
The first option would require manufacturers to allocate discounts for bundled arrangements in proportion
to the sales of each drug sold under the bundled arrangement. This approach would parallel bundling
requirements under the Medicaid program and therefore would be more convenient for manufacturers to
administer. The second option would require manufacturers to allocate any increased discounts under a
bundled arrangement to the sales of the drug that the higher discount was intended to increase (e.g.
discount on drug A is offered if customer purchases drug B; then the discount on drug A is allocated to drug
B for purposes of ASP).6

Roche strongly recommends that, if CMS determines that a standard allocation methodology
should be developed for ASP calculations, CMS should adopt the first option outlined in the MedPAC
January 2007 Report to Congress, requiring pharmaceutical manufacturers to aflocate bundled discounts in
proportion to the sales of each prescription drug sold. We believe that this option promotes CMS’s goal for
reporting consistency between ASP and AMP, thereby, allowing for more accurate reporting, which in turn
stabilizes prescription drug prices. We also believe that this methodology would achieve the goal desired
by MedPAC’s recommendation to CMS, which was for ASP to reflect the average transaction price for each
drug.

In addition to supporting implementing option one for reporting bundled price concessions, Roche
seeks clarification regarding how the new guidance on bundled arrangements would interrelate with the
rolling average methodology for estimating lagged price concessions. The adoption of any methodology for
bundled arrangements can require adjustment to the rolling average methodology. Roche seeks
clarification from CMS on this issue and urges CMS to allow manufacturers to use the same approach for
ASP as for average manufacturer’s price (“AMP”), which will also permit a rolling average methodology for
lagged price concessions, effective October 1, 2007.

Competitive Acquisition Program (“CAP”) Issues

Roche supports the easing of the existing restriction on transporting Part B Competitive Acquisition
Program (‘CAP") drugs, where it is permitted by State law and other applicable laws and regulations. We

Footnote continued from previous page
472 Fed. Reg. 38122 {July 12, 2007).

5 Report to Congress: “Impact of Changes in Medicare Payments for Part B Drugs,” MedPAC, January 2007.
% id. page 8-9.
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believe that physicians understand the need for drug stability and are capable of ensuring proper handling
when transporting drugs. This action would enable physicians to administer treatments from their satellite
offices or in patients’ homes to better meet the scheduling needs of both patients and healthcare providers.
This easement would allow flexibility in re-scheduling patient visits, leading to enhanced care and better
compliance for Medicare beneficiaries.

Roche agrees that proper safeguards should be put into place so that no drug products are
compromised during transport. We ask that the safeguards not be overly cumbersome nor impose
additional costs or reporting burden for physicians, thereby nullifying the policy’s intent. We strongly urge
CMS to allow the public the opportunity to comment on any additions to the CAP requirements, such as
adding safeguards, in a future rulemaking prior to implementation.

Drug Compendia

Roche applauds CMS'’s efforts to create a public process, with standard criteria, for adding or
revising the list of approved compendia for determination of medically-accepted indications for off-label use
of drugs in anti-cancer chemotherapeutic regimens. We agree that broad accessibility by the general
public to the information contained in the compendia is beneficial to beneficiaries, their caregivers and
providers -- many of whom rely on compendia as they research cancer therapy options.

Furthermore, Roche supports the Medicare Evidence Development and Coverage Advisory
Committee’s (‘“MedCAC") list of desirable characteristics for compendia. The need for a “(d)etailed
description of the evidence reviewed for every individual listing” and “(u)se of pre-specified published
criteria for weighing evidence” is clear based on the Agency tor Healthcare Research and Quality (“AHRQ")
assessment of leading compendia, which found the organizations’ to be discordant in methodology and
information.” Roche supports a transparent and evidence-based approach in putting forth specifications for
desirable characteristics of recognized compendia.

We would like further clarification from CMS regarding “other reasonable means” by which CMS
may notify the public regarding determinations involving requested changes to the list of compendia.
Specifically, if CMS determines to utilize a means other than notification via the CMS website, what are the
likely avenues of public notification regarding compendia changes? We believe that the process for
requesting changes should be transparent and should not involve unexpected or unusual communication
pathways as the sole notification of proposed changes. For example, CMS should dedicate a section on its
website on Drug Compendia that includes a fact sheet, guidelines, and process for updating compendia.

7 See “Compendia for Coverage of Off-Label Uses of Drugs and Biologics in an Anti-Cancer Chemotherapeutic Regimen” Final
Report, Agency for Healthcare Research and Quality, May 2007.
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Lastly, Roche supports the inclusion of the National Comprehensive Cancer Network (“NCCN”) as
a recognized compendium under the Medicare program and we understand that NCCN, like any approved
compendia, would need to meet all the desirable characteristics set by CMS.

TRHCA ~ Section 101(b): PQRI

Roche supports CMS efforts to encourage the improvement of quality health care for Medicare
beneficiaries. The Physician Quality Reporting Initiative (“PQRI") is taking important steps to help ensure
that physicians and other eligible professionals are armed with knowledge regarding the most appropriate
care for beneficiaries depending upon their unique clinical care circumstances. Roche is pleased to
comment on the “implications of including any given measure(s) proposed herein in the final 2008 PQRI
quality measures."

We believe, however, that PQRI measure #73 “Plan for Chemotherapy Documented Before
Chemotherapy Administered” needs to be amended to explicitly include planning for both oral and IV
chemotherapy. The denominator for this measure in its current form includes all cancer patients who were
administered IV chemotherapy. Treating cancer patients has evolved from what was once largely exclusive
to intravenous administration to a range of new chemotherapy products for oral administration. The
omission of oral chemotherapy suggests that oral administration requires less planning or provides a lesser
therapeutic option. Undoubtedly, when a patient undergoes any chemotherapy regimen, be it oral or IV,
detailed and comprehensive planning is necessary to ensure that the patient experiences optimal health
outcomes and the best possible quality of life. Therefore, we urge CMS to revise this measure to include
both oral and |V chemotherapy in the denominator and to ensure that oral chemotherapy is represented in
all corresponding denominator codes.

Medicare Telehealth Services

CMS maintains an established process for adding services to or deleting services from the list of
Medicare telehealth services under the Social Security Act section 1834 (m)(4)(F). Services fall under two
categories: Category #1 for “services that are similar to office and other outpatient visits, consultation, and
office psychiatry services”; and Category #2 for “services that are not similar to the current list of telehealth
services.”

Roche is pleased to have the opportunity to submit a request to add telehealth services, such as
telephone triage, delivered by physicians, nurses, nurse practitioners or physician assistants, to manage
and moriitor patients on oral chemotherapy. We believe that telecommunication systems used to manage
patients on oral chemotherapy meet Category #1 requirements, as such services are similar to office and
outpatient visits or consuitations to monitor patients on IV chemotherapy. Roche feels strongly that patients

872 Fed. Reg. 38196 (July 12, 2007).
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and providers should not be discouraged in the selection and delivery of oral versus IV chemotherapy
treatment options. Providing access to equitable telehealth services for each type of chemotherapy
treatment allows patients living in rural and other underserved geographic regions an important avenue to
achieving better health outcomes and quality of life as a result of these vitally important consultations.

Conclusion

Roche appreciates the opportunity to provide our comments and recommendations. We hope that
our suggestions will assist CMS in its mission to provide Medicare beneficiaries continued access to high
quality therapies. Thank you for your attention to this matter. Please feel free to contact me at 973-562-
2010 if you have any questions, or need additional information.

Respectfully submitted,
C(‘/\Lj S 0‘3/

Mary Sibley
Executive Director, Public Policy
Hoffmann-La Roche inc.

Hoffmann-La Roche Inc. 340 Kingsland Street Public Policy Tel. 973-562-2010
Nutley, New Jersey 07110-1199 Fax 973-562-2386
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August 27, 2007

Kerry Weems

Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Room 445-G
200 Independence Avenue, SW
Washington, DC 20201

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

Subject designation: Coding—Reduction in TC for Imaging Services
Dear Administrator Weems:

On behalf of the Society for Vascular Ultrasound (“SVU”), we appreciate the opportunity
to comment on certain aspects of the Physician Fee Schedule Proposed Rule (“Proposed Rule”)
for CY 2008." We focus our comments on the mandate in § 5102(b)(1) of the Deficit Reduction
Act of 2005 (“DRA”) that Medicare reimbursement for the technical component of imaging
services performed in a physician office setting must be capped at the lesser of the Physician
Fee Schedule (“PFS”) or the Hospital Outpatient Perspective Payment System (“HOPD”)
payment for the service.?

Specifically, we are requesting that the Current Procedural Terminology (“CPT”) codes
for transcranial doppler (“TCD") be removed from the list of codes subject to the HOPD cap
because TCD does not meet the statutory definition of “imaging.” The five codes we are
requesting be removed are as follows:

' CMS-1385-P; Medicare Program; Medicare Program; Proposed Revisions to Payment Policies Under
the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008; Proposed Revisions to the
Payment Policies of Ambulance Services Under the Ambulance Fee Schedule for CY 2008; and the
Proposed Elimination of the E-Prescribing Exemption for Computer-Generated Facsimile
Transmissions. 72 Fed. Reg. 38122 (Jul. 12, 2007).

2 pub. L. 109-171, § 5102(b)(1)
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93886 Transcranial Doppler study of the intracranial arteries; complete study

93888 Transcranial Doppler study of the intracranial arteries; limited study

93890 Transcranial Doppler study of the intracranial arteries; vasoreactivity study
93892 Transcranial Doppler study of the intracranial arteries; emboli detection without
intravenous microbubble injection

o 93893 Transcranial Doppler study of the intracranial arteries; emboli detection with
intravenous microbubbile injection

Additionally, a CMS- commissioned study proves that the costs of certain imaging
procedures within the hospital radiology cost center are systematically under-estimated by CMS
in the hospital setting. Thus, we believe that it is incumbent upon the Secretary to make
appropriate adjustments to the PFS imaging cap for imaging procedures known to have an
understated cost-estimate in the hospital setting.

We have communicated with the Centers for Medicare and Medicaid Services (“CMS”)
on these issues and other related issues in the past, and we would appreciate the opportunity to
address the very negative and disproportionate effect of the DRA on ultrasound services.

SVU is the only professional organization completely dedicated to the advancement of
noninvasive vascular technology used in the diagnosis of vascular disease. Our more than
4,300 members are committed to providing quality, noninvasive diagnostic services to patients;
including Medicare beneficiaries. We respectfully request your consideration of our perspective
on these important issues.

in summary, SVU presents comments on the following issues related to the HOPD cap
for imaging services under the Proposed Rule:

¢ Since the DRA mandated reimbursement reductions to imaging procedures and
TCD cannot be properly classified as an imaging procedure, TCD cannot lawfully
be subject to these reductions.

¢ In the 2007 PFS Final Rule, CMS removed certain codes from the list of codes
subject to the HOPD cap because they did “not involve the generation of an
image.” The 2008 Proposed Rule contains additional language. Since TCD
also does not necessarily or inherently involve the generation of a image, TCD
codes must be removed from the list of codes subject to the HOPD cap. Ata
minimum, CMS must identify and direct its carriers to recognize a modifier that
providers can use when providing TCD services without any imaging service to
prevent those providers’ appropriate reimbursement from being inappropriately
reduced by the misapplication of the DRA caps.

e A recent study proves that CMS systematically under-estimates the costs of
certain imaging procedures in the radiology cost center. We urge the Secretary

3 Medicare Program; Revisions to Payment Policies, Five-Year Review of Work Relative Value Units,
Changes to the Practice Expense Methodology Under the Physician Fee Schedule, and Other Changes
to Payment Under Part B; Revisions to the Payment Policies of Ambulance Services Under the Fee
Schedule for Ambulance Services; and Ambulance Inflation Factor Update for CY 2007; 71 Fed. Reg.
69624, 69661 (Dec. 1, 2006).
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to, in the short term, adjust HOPD hospital outpatient rates by making
appropriate adjustments to the HOPD methodology based on the consuitant’s
cost-to-charge ratio findings for “other radiology services.”

. CMS Must Adhere to the Plain Language of the DRA, and May Not Reduce
Payment for Services That Are Not Clearly Imaging Such As TCD

A. Brief Background on TCD Procedure

A paper by clinicians at the American Academy of Neurology (“AAN”) described TCD as
“a non-invasive ultrasonic technique that uniquely measures local blood flow velocity (speed
and direction) in the proximal portions of large intracranial arteries.” This is known as
conventional TCD, which the AAN Paper specifically states is “non-imaging.” We understand
that there is also a procedure called Transcranial Doppler Imaging (“TCDI”)® which does involve
the generation of an image, but the image is primarily used to determine correct placement of
the doppler probe, not necessarily to diagnosis any medical condition. Different equipment is
used to perform TCD and TCDI. Although TCD and TCDI are referenced in the CPT system
using the same codes, the services are distinct and different and CMS cannot properly apply an
“imaging” payment restriction to a non-imaging service.

B. TCD Cannot Be Subject to the Reductions Mandated by § 5102(b)(1)
Because TCD is Not an Imaging Procedure Within the Meaning of the
DRA

§ 5102(b)(1) of the DRA defines the imaging services subject to the HOPD cap as,

imaging and computer-assisted imaging services, including x-ray,
ultrasound (including echocardiography), nuclear medicine
(including positron emission tomography), magnetic resonance
imaging, computed tomography, and fluoroscopy, but excluding
diagnostic and screening mammography.

Thus, the HOPD cap can only be applied to “imaging services,” including the
enumerated services. It is a well established principle of administrative law that the plain
language of a statute must be honored by a regulatory agency.” Regulatory agencies do not
have the discretion to deviate from the plain language of a statute. However, we respectfully

4 Sloan, Michael A. et. al., Background Paper to the Official AAN Assessment of TCD (2004) at 3,
available at http://www.aan.com/professionals/practice/quidelines/tcd tta 0404.pdf (hereinafter AAN
Paper).

S 1d.

® A study published in 2002 stated that TCDI, “uses a duplex technique to simuitaneously generate a
gray-scale and color image, as well as a Doppler waveform.” By contrast, the same study described TCD
as, “a nonimaging pulsed Doppler technique that genratefs] a waveform.” Neish, Ariane S., MD et. al,
Screening for Stroke in Sickle Cell Anemia: Comparison of Transcranial Doppler Imaging and
Nonimaging US Techniques. Radiology, 222: 709-714, 710-11 (2002).

7 “IN]Jo matter how important, conspicuous, and controversial the issue, and regardiess of how likely the
public is to hold the Executive Branch politically accountable, an administrative agency's power to
regulate in the public interest must always be grounded in a valid grant of authority from Congress.” Food
and Drug Admin. v. Brown & Williamson Tobacco Corp., 529 U.S. 120, 161, 120 S.Ct. 1291, 1315 (2000)
(internal quotations and citations omitted). Accordingly, a regulatory agency “must give effect to the
unambiguously expressed intent of Congress.” Chevron U.S.A., Inc. v. Natural Resources Defense
Council, Inc., 467 U.S. 837, 842-843, 104 S.Ct. 2778, 2781 (1984) (footnote omitted).
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submit that CMS has improperly deviated from the plain language of the DRA in this case
because conventional TCD, as opposed to TCDI, involves no imaging component whatsoever.

The description of TCD provided in the introduction to the cerebrovascular arterial
studies section of the CPT codebook is illustrative. It states,

A complete transcranial Doppler (TCD) study (93886) includes
ultrasound evaluation of the right and left anterior circulation
territories and the posterior circulation territory (to include
vertebral arteries and basilar artery). In a limited TCD study
(93888) there is ultrasound evaluation of two or fewer of these
territories. For TCD, ultrasound evaluation is a reasonable and
concerted attempt to identify arterial signals through an acoustic
window.®

Importantly, the term “image” or “imaging” is not used in this description. Conventional
TCD typically does not involve imaging. TCD is basically a tool used to measure the speed and
velocity of blood flow though arteries in the brain. Additionally, at least one study has found
non-imaging TCD to be more clinically effective than TCDI. A 1994 study compared
conventional (non-imaging) TCD to TCD involving imaging in assessing intracranial
hemodynamics in a patient population with an average age of 65 years.” The researchers
found transtemporal success rates of 76 percent for traditional non-imaging TCD, versus 52
percent when using imaging.

In June of this year, SVU partnered with the American Society of Neuroimaging to
conduct a survey of the members of our respective organizations about transcranial studies.
Specifically, we sought data on how many members perform transcranial studies, and if they
perform these studies with or without imaging. Significantly, the results showed that 71.2% of
the respondents performed TCD studies without using imaging at all.

Further, the five TCD codes that we are asking to be removed from the HOPD cap all
refer to the procedure as a “study” and do not use the word “image” or “imaging” anywhere in
the description. Therefore, since conventional TCD is not an imaging service within the
meaning of the DRA, it cannot be subject to the HOPD cap.

. CMS Has Twice Determined That Certain Diagnostic Procedures Must be Excluded
From the HOPD Cap Because They Are Not Imaging, and This Same Reasoning
Must Be Applied to TCD Procedures

CMS received comments in response to the CY 2007 PFS Proposed Rule requesting
that certain CPT codes be excluded from the HOPD cap because they contained no imaging or
were predominately non-imaging in nature.'® The Agency did not comply with all the requests to
exclude codes, but did remove five codes because they “do not involve the generation of an
image.”"" As discussed earlier, conventional TCD does not involve the generation of an image.

® Current Procedural Terminology Professional edition 2007, AMA at 388.
® Fujioka K, Gates D, Spencer M: A comparison of Transcranial Color Doppler Imaging and Standard
Static Pulsed Wave Doppler in the Assessment of Intracranial Hemodynamics. JVT 18(1)28-35, 1994.
::’ 71 Fed. Reg. at 69661.

Id.
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The CY 2008 Proposed Rule provides additional support for our argument why TCD
codes should be excluded from the HOPD cap. CMS stated that it,

excluded any service where the CPT code describes a procedure
for which fluoroscopy, ultrasound, or another imaging modality is
included in the code whether or not it is used, or for which an
imaging modality is employed peripherally in the performance of
the main procedurel.]'2

In the case of TCDI, the image is typically only used to determine proper placement of
the doppler probe on the skull. Thus, the image is only employed peripherally to the main
procedure and is not used to diagnose any medical condition. In conventional TCD, an image is
not generated at all.

The Proposed Rule further states that certain codes were excluded because,

we are unable to clearly distinguish imaging from non-imaging
services because, for example, a specific procedure may or may
not utilize an imaging modality, or the use of an imaging
technology cannot be segregated from the performance of the
main procedure.’

We agree with CMS’ determination that that CPT codes must not be subject to the
HOPD cap where it is unclear if the procedures represented by the codes are truly “imaging”
within the meaning of the DRA. The codes at issue may or may not involve any use of imaging.
This is precisely a case where, as CMS has said, the “specific procedure may or may not use
an imaging modality.” As such, the codes at issue should be excluded from the cap. It would
be arbitrary and capricious for CMS to exclude some services based on this rule and then not
exclude the services at issue here on that same basis.

L. The DRA Imaging Cap is Distorted by HOPD Cost-Estimates Known to be
Inaccurate

We also believe that it is incumbent upon the Secretary to make appropriate adjustments
to the PFS imaging cap for those affected imaging procedures where costs used to set the
HOPD rates are known to be understated because of the application of a single “radiology” cost-
to-charge ratio ("CCR”) instead of an “other radiology service” CCR. CMS recently
commissioned a report from RT! International'* (the “RTI study”) that definitively shows that the
costs of certain imaging procedures within the hospital radiology cost center are systematically
under-estimated by CMS in the hospital setting. These under-estimated costs translate into
under-calculated payment rates in the HOPD setting.

By referencing lower hospital outpatient payment rates in setting PFS payment rates on
imaging procedures, the DRA cap acts to import hospital-based cost and payment data into the
PFS setting. The RTI report has definitively shown, and CMS has sufficiently acknowledged
that hospital-based cost data is inaccurate with respect to certain radiology procedures. And

'2 72 Fed. Reg. at 38145,

P,

" RT! International, A Study of Charge Compression in Calculating DRG Relative Weights (January
2007), available at
http://iwww.cms.hhs.gov/Reports/Reports/itemdetail. aspilter Type=none&filterByDID=0&sortByDID=18&s0
rtOrder=ascending&item!D=CMS1196854&intNumPerPage=10.
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while such inaccuracies may be alleviated by other factors in the hospital setting, these
inaccuracies present a pressing and immediate problem with respect to the PFS.

A HOPD Cost-Estimates for the Radiology Cost Center

HOPD reimbursement is premised, in part, on cost estimates derived from charges that
have been adjusted by a CCR. For radiology services, CMS uses a single CCR to derive costs
and calculate payment. The national aggregate CCR for the radiology cost center is 0.19.
However, the RTI study found that, within the radiology cost center, magnetic resonance
imaging (“MRI”) and computed tomography (“CT”) procedures have significantly lower CCRs
than all other radiology services (0.17 and 0.19, respectively). Removing MRI and CT from the
radiology cost center generates a significantly higher CCR of 0.28 for the remaining radiology
procedures.’ A higher CCR indicates that non-MRI and CT radiology procedures carry lower
mark-ups than MRl and CT. Thus, on a micro-level, using a single CCR for all radiology
services under-estimates the costs of non-MRI and CT procedures and therefore under-pays
providers for these procedures. Use of a single CCR over-estimates the costs of these
procedures and therefore over-pays providers for these procedures.

B. Impact of Radiology Cost-Estimates on PFS Imaging Services

The impact of different CCRs within a single cost center is mitigated to some extent in
the hospital setting as the over-payments and under-payments flow through to the same entity
(i.e., the hospital) and, indeed, the same department (i.e., Radiology). However, the DRA cap
acts to import the known under-payments for imaging services into the PFS setting. Because
the DRA provision references only those HOPD payments that are lower than the corresponding
PFS payment, the use of CCRs that are known to be inaccurate imposes unfair and arbitrary
caps on PFS providers which Congress never intended in passing the DRA. Thus, the under-
payments are not balanced by over-payments in the PFS setting as they potentially can be in
the HOPD setting.

RTI recommended CMS take a number of short term and long term steps to alleviate the
impact of differential CCRs on cost estimates. In the short term, RT| recommended that CMS
adopt separate regression-based CCRs for MRI, CT, and all other procedures in the Radiology
cost center.”® Because of the potential impact on other payment methodology changes CMS is
adopting in the inpatient hospital setting, CMS declined to implement this recommendation for
the 2008 IPPS update."”” However, CMS acknowledged with respect to ancillary departments
such as Radiology that:

5 1d. at 11.

"% 1d. at 16.

"7 Medicare Program; Changes to the Hospital Inpatient Prospective Payment Systems and Fiscal Year
2008 Rates; Final Rule with comment period. 72 Fed. Reg. 47129 (Aug. 22, 2007), to be codified at 42
C.F.R. Parts 411, 412, 413, and 489. “Because of concerns that we and some commenters continue to
have about premature adoption of the regression-based CCRs without the benefit of knowing how they
will interact with other DRG changes, and the arguments in the comments summarized above concerning
cost and claims reporting, we have decided to finalize our proposal to not implement the four regression-
based CCRs for... radiology (MRI and CT scans) for FY 2008.” /d. at 47192. “We note that for some
categories of hospitals, the impact of adopting MS-DRGs is significant. The RTI work suggests that
further changes to the relative weights will also be significant and potentially result in additional
redistribution of Medicare payment. In our view, the ‘interactions of various components’ can be
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“[Such departments] typically include both inpatient and outpatient
services within the same department and only a single CCR
covering both inpatient and outpatient services can be calculated
from Medicare cost reports. Although we believe that applying the
regression method used by RTI to only inpatient services is
unlikely to have much impact for the adjustments recommended
by RTI, the preferred approach would be to apply the regression
method to the combined inpatient and outpatient services. The
latter approach would ensure that any potential CCR adjustments
in the IPPS would be consistent with the potential CCR
adjustments in the HOPD. We hope to expand their analysis to
incorporate outpatient services during the coming year.”*
(Emphasis added)

We understand and appreciate CMS’ hesitation to enact RTI's recommended CCR
changes in the hospital-setting without fully understanding the impact such charges would have
in conjunction with other changes being implemented simultaneously. And we reiterate our
observation that the impact of such inaccuracies is potentially balanced in the hospital setting
between overpayments and underpayments to the same entity and department. However,
these same concerns are not present in the PFS setting, and we feel it is incumbent upon the
Secretary to shield the PFS setting from known inaccuracies in the HOPD rate-setting
mechanism for radiology services and adjust the DRA cap to account for the higher CCR of
non-MRI and CT imaging procedures in the HOPD setting.

Iv. Conclusion

SVU thanks the Agency for its thoughtful consideration of our comments. We believe
that the five TCD codes should be removed from the list of codes subject to the DRA cap
because TCD is not an imaging procedure within the meaning of the DRA, CMS has previously
exercised its authority to remove other codes from this list that do not involve imaging, and a
CMS-commissioned study proves that CMS systematically under-estimates the costs of certain
imaging procedures in the radiology cost center. Again, we request a meeting to discuss these
issues with you in greater detail.

Sincerely,
Loodfok—
David P. Parlato, BA, RVT

Chair, SVU Advocacy Committee
Email: DParlato@midwestultrasound.com / phone: 513-936-5290, x207

determined and before we adopt potential policy options in a final rufe, the public should be fully informed
on the potential impacts.” /d. at 47194.
® 1d. at 47191.
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Melissa A. Vickery, LPN-B, RVT, FSVU
SVU President

Email: vickerym@vasurgical.com / phone: 804-239-1701

cc: Alberta Dwivedi, Centers for Medicare and Medicaid Services

DC1 1017285v.1
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VHA Inc.

901 New York Avenue, N.W., Suite 510

Washington, DC 20001

(202) 354-2600

www.vha.com ey e g
Connecting members. S

Delivering results.® August 28, 2007

Herb B. Kuhn

Acting Deputy Administrator

Attn: CMS-1385-P

Centers for Medicare & Medicaid Services
U.S. Department of Health & Human Services
Room 445-G, Hubert H. Humphrey Building
200 Independence Avenue, S.W.

Washington, DC 20201

Re: CMS-1385-P: Comments Regarding Proposed Revisions to Payment
Policies Under the Physician Fee Schedule, and Other Part B Payment
Policies for CY 2008; Proposed Revisions to the Payment Policies of
Ambulance Services Under the Ambulance Fee Schedule for CY 2008; and
the Proposed Elimination of the E-Prescribing Exemption for Computer-
Generated Facsimile Transmissions (“Proposed Physician Fee Schedule
Rule”)

Dear Acting Deputy Administrator Kuhn:

On behalf of VHA Inc. (“VHA”), I am writing to provide comments to the Centers for
Medicare and Medicaid Services (“CMS”) with respect to certain proposed changes to the
regulations (“Stark Regulations’) implementing the federal physician self-referral law (“Stark
Law”). These proposed changes are set forth in the subject Proposed Physician Fee Schedule
Rule, published in the July 12, 2007 Federal Register (the “Proposed Rule”)."

Specifically, our comments relate to the proposed change to the definition of the phrase
“set in advance” in the Stark Regulations, 42 C.F.R. § 411.354(d)(1).2 For the reasons set forth
below, we believe that this proposed change, if implemented, will adversely and unnecessarily
impact the ability of community-based hospitals to work together with local physicians to lower
the cost of care, to the detriment of patients, payers and providers alike, including the Medicare
program.

Based in Irving, Texas, VHA is a national health care alliance that provides industry-
leading supply chain management services and supports and promotes the formation of regional
and national networks that help not-for-profit health care organizations improve their clinical and
economic performance. With 17 offices across the U.S., VHA has a track record of proven

! 72 Fed. Reg. 38122, 38179-38187, 38224,
2 Id. at 38184, 38224.




‘—

August 28, 2007
Page 2

results in serving more than 1,400 hospitals and more than 21,000 other health care providers
nationwide.

I. Background & Current Rule

The Stark Law generally prohibits a physician from referring patients to an entity for the
furishing of designated health services (“DHS”) covered by Medicare if the physician (or one of
his or her immediate family members) has a financial relationship with the entity, unless an
exception applies.3 The Stark Law also prohibits an entity that has provided DHS to an
improperly-referred patient from submitting a claim for reimbursement or otherwise billing any
person or entity for such DHS.*

Because hospital inpatient and outpatient services are DHS — and because the definition
of “financial relationship” under the Stark Law is very broad, effectively including any
arrangement whereby anything of value flows between a physician and a hospital -— it is
frequently the case that the only way for a hospital and physician to avoid Stark Law liability is
to ensure that each of their arrangements fits squarely into one or more of the exceptions set forth
in the Stark Law and/or Regulations.

As CMS notes in the preamble to the Proposed Rule, many of these exceptions require
that the compensation flowing from the hospital to the physician at issue be “set in advance” (or
“fixed in advance”). In its 2001 Stark II Phase I rulemaking, CMS defined “set in advance” to
specifically exclude most percentage-based compensation arrangements.” According to CMS,
shortly thereafter, “[m]any commenters urged” the agency to “abandon [its] position that )
percentage compensation arrangements” are not “‘set in advance” for purposes of the Stark Law.”
“This was of particular concern,” CMS reports, “to academic medical centers and hospitals,
which argued that percentage compensation is commonplace in their physician compensation
arrangements.”’

3 42U.8.C. § 1395nn(a)(1)(A).
* 1d. § 1395nn(a)(1)(B).

66 Fed. Reg. 856, 959 (January 4, 2001) (“Percentage compensation arrangements do not
constitute compensation that is ‘set in advance’ in which the percentage compensation is
based on fluctuating or indeterminate measures or in which the arrangement results in the
seller receiving different payment amounts for the same service from the same purchaser.”)

5 69 Fed, Reg. 16054, 16068 (March 26, 2004).
,
Id.
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In response to this feedback, CMS delayed the January 4, 2002 implementation date of
the percentage-based compensation limitation in the “set in advance” definition.® Thereafter, as
part of its 2004 Stark II Phase II rulemaking, CMS eliminated the limitation altogether,
concluding that its “original [2001] position was overly restrictive.”® Specifically, CMS
modified the definition of “set in advance” to permit percentage-based compensation
arrangements, provided (1) the “specific formula for calculating the compensation is set in an
agreement between the parties before the furnishing of the items or services for which the
compensation is to be paid,” (2) this formula is “set forth in sufficient detail so that it can be
objectively verified,” and (3) the formula is not “changed or modified during the course of the
agreement in any manner that reflects the volume or value of referrals or other business
generated by the referring physician.”'® This definition of “set in advance” has been in effect
since 2004.

I1. Proposed Rule

In the preamble to the Proposed Rule, CMS states that “[d]espite our intent that
percentage compensation arrangements could be used only for compensating physicians for the
physician services they perform,” it has come to the agency’s “attention that percentage
compensation arrangements are being used for the provision of other services and items, such as
equipment and office space that is leased on the basis of a percentage of the revenues raised by
the equipment or in the medical office space.”'’ According to the preamble, CMS is “concerned
that percentage compensation arrangements in the context of equipment and office space rentals
are potentially abusive.”'? In addition, the agency states:

we believe there is the potential for percentage compensation to be
utilized in other areas as well. Therefore . . . we are proposing to
clarify that percentage compensation arrangements [1] [m]ay be
used only for paying for personally performed physician services;
and [2] must be based on the revenues directly resulting from the
physician services rather than based on some other factor such as a

8 68 Fed. Reg. 74491 (December 24, 2003); 68 Fed. Reg. 20347 (April 25, 2003); 67 Fed. Reg.
70322 (November 22, 2002); 66 Fed. Reg. 60154-55 (December 3, 2001).

? 69 Fed. Reg. at 16068.
10" Id. at 16068, 16134,
"' 72 Fed. Reg. at 38184,
12 Id
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percentage of the savings by a hospital department (which is not
directly or indirectly related to the physician services provided).'

As revised, the new definition of “set in advance” would provide that “[pJercentage-
based compensation, other than compensation based on revenues directly resulting from
personally performed physician services . . . is not considered set in advance.”"

11l Comment

VHA respectfully opposes the proposed modification to the definition of the phrase “set
in advance.” VHA is concerned that if the proposal is implemented, hospitals and physicians
will be unable to maintain, develop and implement many arrangements that are designed to
lower the cost of delivering hospital services. These innovative arrangements often involve a
hospital paying a physician or a physician practice group a set percentage of the savings that the
hospital achieves due to the physicians’ agreement, for example, to follow a product
standardization and conservation protocol (such as a recommendation that cardiac surgeons
utilize certain types of stents for certain interventional procedures)."’

Because these arrangements are based on a reduction in expenses incurred by the hospital
in furnishing hospital services — and not on “revenues” that result from “personally performed
physician services” — these arrangements would not appear to meet the new “set in advance”
definition proposed by CMS. As a result, these arrangements could not meet the personal
services, fair market value, or academic medical center exceptions (among others), each of which
includes a “set in advance” requirement.'® Consequently, hundreds (and perhaps thousands) of
painstakingly negotiated (and now longstanding) hospital-physician arrangements that are
specifically designed to lower provider — and, ultimately, patient and payor — costs may need
to be terminated in order for the parties to avoid liability under the Stark Law.

This result would be inconsistent with the position taken by CMS’ sister agency, the U.S.
Department of Health & Human Services’ Office of Inspector General (“OIG™), and is not
necessary to achieve CMS’ stated objective (i.e., preventing abusive percentage-based
compensation arrangements that are tied to hospital savings). The OIG has reviewed a number

BId
14 1d. at 38224 (proposed 42 C.F.R. § 411.354(d)(1)).
15" OIG Advisory Opinion 05-03 (February 10, 2005), at 3-4.

' 42 CFR. §§ 411.357(d)(1)(v) (personal services), 411.357(1)(3) (fair market value),
411.355(e)(1)(i1) (academic medical center).
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of these arrangements'’ and concluded that, if properly structured, they do not pose a material
risk of program abuse under the federal health care program anti-kickback law (“Anti-Kickback
Law”)'® or the services reduction civil monetary penalty statute (“Services Reduction CMP”)."°
According to the OIG, the arrangements at issue “are designed to align incentives by offering
physicians a (Portion of a hospital’s cost savings in exchange for implementing cost saving
strategies.”

Under the current reimbursement system, the burden of these costs
falls on hospitals, not physicians. Payments to physicians based on
cost savings may be intended to motivate them to reduce hospital
costs associated with procedures performed by physicians at the
hospitals. Properly structured, arrangements that share cost
savings can serve legitimate business and medical purposes.”'

Because these cost savings arrangements must comply with the Anti-Kickback Law
(which, like the Stark Law, is intended to prevent overutilization of covered items and services),
and must comply with the Services Reduction CMP (which is intended to prevent
underutilization of covered items and services) -— and because the OIG has concluded that such
arrangements, if properly structured, do not raise material issues under either of these statutes —
effectively prohibiting such arrangements, through application of the strict liability Stark Law,
would, in our view, be counterproductive and contrary to good public policy, especially at a time
when CMS continues to pursue a variety of gainsharing demonstration projects.

This is particularly so where, as here, the underlying statute — i.e., the Stark Law —
already has a large number of existing, overlapping safeguards and requirements that are
specifically designed to achieve the policy objective behind the proposed modification. As a
threshold matter, the existing definition of “set in advance” only permits percentage-based
compensation arrangements if:

7" See, e.g., OIG Advisory Opinion 06-22 (November 9, 2006), OIG Advisory Opinion 05-06
(February 18, 2005), OIG Advisory Opinion 05-05 (February 18, 2005), OIG Advisory
Opinion 05-04 (February 10, 2005), OIG Advisory Opinion 05-03 (February 10, 2005),
OIG Advisory Opinion 05-02 (February 10, 2005), OIG Advisory Opinion 05-01
(January 28, 2005).

'8 42U.S.C. § 1320a-7b(b).
1 1d.. § 1320a-7a(b)(1).
2 See, e.g., OIG Advisory Opinion 05-03 (February 10, 2005), at 6.
21
Id.
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e the “specific formula for calculating the compensation is set in an agreement
between the parties before the furnishing of the items or services for which the
compensation is to be paid,”

e this formula is “set forth in sufficient detail so that it can be objectively
verified,” and

o the formula is not “changed or modified during the course of the agreement in
any manner that reflects the volume or value of referrals or other business
generated by the referring physician.”*

Moreover, each of the exceptions that include a “set in advance” requirement also
includes a number of additional conditions that are specifically designed to safeguard the
Medicare program from fraud and abuse. In order to fit into the Stark Regulations’ personal
services exception, for example, not only does the compensation at issue have to be “set in
advance,” but the following requirements (among others) also must be met: (1) the arrangement
at issue must be set out in writing, (2) this writing must be signed by the parties, (3) this writing
must specify the services covered by the arrangement, (4) the arrangement must cover all of the
services to be furnished by the physician, (5) these services cannot exceed those that are
reasonable and necessary for the legitimate business purposes of the arrangement, (6) the
arrangement must be for at least one year, (7) the compensation under the arrangement must not
exceed fair market value, and (8) the services at issue cannot involve the counseling or
promotion of a business arrangement or other activity that violates any state or federal law.”

In sum, the proposed modification to the definition of “set in advance,” if adopted, will
have an adverse impact on many non-abusive hospital-physician cost-saving programs. As the
OIG has noted, these programs, if properly structured, “can serve legitimate business and
medical purposes.” Nor is the proposed modification necessary in order to achieve CMS’
objectives, given the existence of the Anti-Kickback Law, the Services Reduction CMP, and the
various other requirements that must be met — above and beyond the “set in advance”
requirement — under the relevant Stark Law exceptions. For all of these reasons, VHA
respectfully requests that CMS not adopt the proposed modification to the “set in advance”
definition. In the alternative, VHA respectfully requests that CMS revise the proposed definition
of “set in advance” to insert the words “or savings” after the word “revenues” and to insert the
words “or indirectly” after the word “directly” so that the new definition would read as follows:
“[plercentage-based compensation, other than compensation based on revenues or savings

22 42 CF.R. § 411.354(d)(1).
2 1d. § 411.357(d).
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directly or indirectly resulting from personally performed physician services . . . is not
considered set in advance.”

% % * *

In closing, on behalf of VHA and its members, I would like to thank CMS for providing
us this opportunity to comment on the Proposed Rule. Please feel free to contact me at
(202) 354-2607 if you have any questions or if VHA can provide any assistance as you consider
these issues.
Respectfully submitted,

Ela il TVl

Edward N. Goodman
Vice President, Public Policy
VHA Inc.

25218931\V-3
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Millennium Pharmaceuticals, Inc.
1401 H Street, N.W.,, Suite 200
Washington, B.C. 20005

202.289.6598
www. millennium.com

August 29, 2007

Acting Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Mail Stop: C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: [CMS 1385-P] Medicare Program; Proposed Revisions to Payment Policies
Under the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008

“DRUG COMPENDIA”
Dear Acting Administrator:

Millennium Pharmaceuticals, Inc. is pleased to comment on the section entitled
“Compendia for Determination of Medically-Accepted Indications for Off-Label Uses of Drugs
and Biologicals in an Anti-cancer Chemotherapeutic Regimen” in the referenced proposed rule.
Millennium, one of the world’s leading biopharmaceutical companies, focuses on developing
therapeutics in oncology and inflammatory diseases that significantly improve patient outcomes
in challenging conditions.

Because of our commitment to anti-cancer research and development, we take a keen
interest in drug compendia that may be used by physicians in determining the medically-
accepted indications of drugs and biologicals used in an anti-cancer chemotherapeutic regimen.
Appropriate access to a full complement of anti-cancer drugs sanctioned by a functioning
compendia system can have life and death consequences for cancer patients. Consequently, we
believe that there is an urgent need for the Department of Health and Human Services, and the
Centers for Medicare and Medicaid Services, to recognize additional functioning compendia for
the off-label use of oncology drugs under the Medicare program now, while at the same time
officially updating the process to naming new compendia over time.

DESIRABLE COMPENDIA CHARACTERISTICS

On March 30, 2006, the MedCAC (formerly the Medicare Coverage Advisory
Committee) met in public session to advise CMS on evidence regarding the desirable
characteristics of compendia to determine medically-accepted indications of drugs and
biologicals in anti-cancer therapy and the degree to which the currently listed and other available
compendia display those characteristics. During that public session, the MedCAC identified a




——

Acting Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
August 29, 2007

Page 2

list of ten desirable compendia characteristics. CMS cited these characteristics in the proposed
Medicare physician fee schedule rule for CY 2008,' and Millennium is pleased to have the
opportunity to present our comments regarding four of the characteristics. Specifically,
Millennium would like clarification regarding the following characteristics and requests that
CMS address these matters as it proceeds:

o Use of prescribed published processes for making recommendations - Millennium
would like CMS to provide detailed information regarding how the Agency would
evaluate the acceptability of compendia organizations’ plans to use a “prescribed
published process for making recommendations” for various drugs and
biopharmaceuticals listed in respective compendia. We also ask CMS to provide a
clear interpretation of how this “desirable characteristic” will be applied in deciding
upon the addition or deletion of a compendium from the list.

o Explicit “Not recommended” listing when validated evidence is appropriate -
Millennium would like further clarification regarding what CMS considers “validated
evidence” to support the inclusion or exclusion of an off-label use under the Medicare
program. In addition, we would like the Agency to elucidate upon what constitutes
an “appropriate’ situation in which “validated evidence” would support a product to
be “not recommended.”

o Explicit listing and recommendations regarding therapies - Millennium recommends
that CMS provide further guidance to compendia organizations regarding the
establishment of therapy grading recommendations. Consistent and clearly
articulated recommendations will minimize the interpretative latitude of those
evaluating compendia recommendations for Medicare coverage purposes; thereby
moderating coverage inconsistencies among Medicare beneficiaries.

o Process for public identification and notification of potential conflicts of interest of
the compendia’s parent and sibling organizations, reviewers, and committee
members, with an established procedure to manage recognized conflicts - We
recommend that one way to address potential conflicts of interest among interested
parties is to implement rolling membership for the data review committees, thereby
disallowing any one or more organizations or individuals from having a prolonged

172 Fed. Reg. 38122 (July 12, 2007).
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influence over the interpretation of incoming data utilized to make medically-
indicated use recommendations for products for compendia listing purposes.

CMS states that it will “consider a compendium’s attainment of the MedCAC-
recommended desirable characteristics of compendia...in reviewing requests” for additions or
deletions to the list of compendia. CMS further states that it “may consider other reasonable
factors in making a determination.” Millennium urges the Agency to publish these additional
factors in a form that allows for public comment before they become effective.

REQUEST FOR ACTION

As a developer of innovative oncology medications, Millennium is particularly concerned
that the quality of compendia listings for anti-cancer chemotherapeutic regimens be comprised of
the most accurate, thorough and timely information.

Waiting indefinitely for the addition of new authoritative compendia is contrary to the
public interest because beneficiaries in every region of the United States need immediate access
by way of Medicare coverage to the most complete armamentarium of supported cancer
chemotherapy available. Medicare beneficiaries battling cancer rely in significant part on these
compendia listings for coverage of their oncology drugs.

As you know, Section 1861(t)(2)(B) of the Social Security Act (SSA) provides the
Secretary of Health and Human Services with the authority to revise the list of compendia that
are used to determine Medicare Part B coverage of oncology drugs for “off-label” uses. In the
United States, off-label use is regulated by the Food and Drug Administration, and policies
permit physicians to prescribe approved medications for use other than for their labeled
indications.

Cutting edge therapies are particularly important in oncology, where patients desperately
need access to a wide spectrum of medications for life saving purposes. This system was put
into place by Congress in 1993 to provide additional rigor and review to coverage of innovative
therapies. However, shortly after the system was instituted, two of the compendia merged. This
left the system envisioned by Congress incomplete. As you are aware, on December 27, 2006,
the U.S. House of Representatives directed the Secretary to act as soon as possible to update the
list of three compendia and report back to the House no later than January 30, 2007 2 The
Secretary has not responded to this request.

2 Congressional Record—Extensions of Remarks E2247, December 27, 2006.
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Therefore, Millennium urges CMS to announce a specific timeline and provide a date
certain when the Secretary will recognize additional compendia. While we applaud CMS for
proposing to create a process that incorporates public notice and comment to receive and make
determinations regarding requests for additions or deletions to the list of approved compendia,
Millennium remains concerned that without a specified date by which CMS will announce
changes to the current list of compendia, Medicare beneficiaries who are battling various forms
of cancer will continue indefinitely to be denied access to the most wide-ranging, effective array
of products available. Naming/recognizing additional compendia now would not obviate or alter
the Agency’s authority to update or review compendia moving forward.

Millennium looks forward to working with CMS to advance the addition of compendia in
a timely fashion for off-label uses of drugs and biologicals in anti-cancer chemotherapeutic

therapy. If you have any questions concerning our comments, please feel free to contact me on
(202) 289-6837.

Sincerely,
Michael J. Eging

Vice President
Government Relations and Public Policy
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VIA HAND DELIVERY

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

Hubert H. Humphrey Building

200 Independence Ave, SW

Washington, DC 20201

Re:  Comments on Proposed Rule: Medicare Program; Proposed Revisions to
Payment Policies under the Physician Fee Schedule (CMS-1385-P)

Ladies and Gentlemen:

The Federation of American Hospitals (“FAH”) is the national representative of investor-
owned or managed community hospitals and health systems throughout the United States. Our
members include teaching and non-teaching hospitals in urban and rural parts of the United States, as
well as rehabilitation, psychiatric, long-term acute care, and cancer hospitals. We appreciate the
opportunity to provide our comments on the July 12, 2007 proposed rule with comment period issued
by the Centers for Medicare & Medicaid Services (“CMS”) related to the 2008 update to the Medicare
Physician Fee Schedule (“Proposed Rule”). (See 72 Fed. Reg. 38,122.)

In addition to physician payment policy provisions, the Proposed Rule contains certain
proposed changes to the regulations implementing section 1877 of the Social Security Act (“the Act”),
which generally prohibits Medicare payment for physician “self-referrals” for designated health
services. FAH has followed the development of federal law in this area, and commented on related
regulations, for many years. On behalf of our members, we welcome the opportunity to comment on
the current physician self-referral proposals-and requests for comment. We also provide comments on
the proposed changes related to independent diagnostic testing facilities.

COMMENTS RELATED TO PHYSICIAN SELF-REFERRAL

We commend CMS for continuing to review and suggest proposed changes to the physician
self-referral regulations in order to respond to the constantly evolving arrangements for health care
items and services. For example, we fully support the goals underlying the proposed “Alternative
Criteria for Satisfying Certain Exceptions,” which we believe reflects CMS’ growing appreciation that
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lawful, legitimate arrangements may fail, from time to time, to fit neatly within all of the technical
requirements of existing physician self-referral exceptions. Below, FAH provides detailed responses
to CMS’ proposals and requests for comment. In several instances, FAH supports CMS’ proposals,
while in other instances we express concerns with particular proposals.

FAH also notes that, in addition to the Proposed Rule, CMS recently issued a final rule
addressing additional aspects of the physician self-referral regulations (i.e., the “Stark II, Phase 111
Final Rule”). While FAH’s comments provided here address only the issues in the Proposed Rule, we
also identify certain areas where our views are impacted by our initial reactions to the Stark I, Phase
[T Final Rule.

L Changes to Reassignment and Physician Self-Referral Rules Related to
Diagnostic Tests (Anti-Markup Provision)

CMS proposes to impose an anti-mark up prohibition on the technical component and
professional component related to diagnostic tests, including technical component services furnished
in a centralized building. (See 72 Fed. Reg. at 38,180.) FAH supports CMS’ proposed changes.

11. Burden of Proof

CMS proposes that, when a claim is denied by Medicare due to a prohibited referral and that
denial is appealed, the burden of proof should be on the entity which submitted the claim to show that
the claim was not related to a prohibited referral. (See 72 Fed. Reg. at 38,180-81 (proposed 42 C.F.R.
§ 411.353(g).) FAH opposes this proposed regulatory change, and instead believes that the burden of
proof should be placed on CMS and its contractors. Although it may be common for the provider to
have the burden of proof that services it provided are covered by Medicare and were medically
necessary, we believe that physician self-referral compliance is different, given the significant
potential consequences to noncompliance and the different Congressional intent underlying the statute.

Accordingly, once a provider has demonstrated these threshold coverage requirements, the
burden should be on CMS to prove a physician self-referral violation. We believe that a party, who is
presumed innocent under the United States Constitution, should never have the burden of proving that
it did not violate a law.

Furthermore, more than a dozen physician self-referral exceptions require compliance with the
anti-kickback statute (e.g., recruitment, fair market value compensation, indirect compensation
arrangements, medical staff incidental benefits, etc.) (See 42 C.F.R. § 411.357(e), (1), (m) and (p).)
This means a provider would have the burden of proving that the arrangement: (1) meets an anti-
kickback statute safe harbor; (2) has received a favorable advisory opinion; or, (3) otherwise does not
violate the anti-kickback statute (an intent-based statute). As you know, anti-kickback statute advisory
opinions are rare. Thus, unless an arrangement fully complies with a safe harbor, providers will have
the challenge of “‘proving a negative” under uncertain anti-kickback statute standards. In other words,
providers would have the burden of proving they lacked the intent necessary to violate the anti-
kickback statute, even though it is the government that has the burden of proof under the anti-kickback
statute. This anomalous result supports our counter-proposal to place the burden of proof on CMS or
its contractors to prove the existence of a physician self-referral violation. Moreover, given that
neither CMS nor fiscal intermediaries normally determine compliance with the anti-kickback statute,
we question both the practical ability and legal basis for them to do so in these instances.

Should CMS decide to maintain the current proposal in the final rule, the agency should
provide clarification regarding the policy. What would be the factual basis used for initially denying a




claim on these grounds? Also, providers have several levels of appeals when contesting a claim
denied based on a physician self-referral violation. Would the proposed regulatory policy place the
burden of proof on the provider at every level of appeal? Would the regulation trump other
evidentiary rules that may exist elsewhere, including under the False Claims Act? A specific concern
relates to the exception at 42 C.F.R. § 411.353(f), which includes a requirement that the entity not
have knowledge of the referring physician. Regardless of the proposal, if the entity claims it did not
have knowledge of the identity of the referring physician, the government should have the burden of
showing that the entity did, in fact, have such knowledge (otherwise the entity is in the position of
having to prove a negative). This new policy would present similar concerns under other sections of
the physician self referral regulations. (See, e.g., 42 C.F.R. § 411.354(b)(5)(B) and (c)(2)(iii).)

IT11.  In-Office Ancillary Services Exception

CMS is considering modifying the in-office ancillary services (“IOAS Exception”) to make it
more consistent with Congress’ original intent, although the Proposed Rule contains no specific
proposal. (See 72 Fed. Reg. at 38,181-82.) FAH has reviewed the concerns raised by CMS regarding
the current IOAS Exception, and we believe there 1s good reason for CMS to propose changes to this
exception. We suggest that the definition of “‘centralized building” in 42 C.F.R. § 411.351 should be
revised to delete the following statement: “[a] group practice may have more than one centralized
building.” We believe that deleting this portion of the definition will address CMS’ concerns that
Congress did not intend for group practices to have more than one centralized facility.

In administering this exception, policy makers should focus on ensuring that safe and high
quality health care is furnished to Medicare beneficiaries. The health care marketplace is increasingly
experiencing the desire of physicians to provide care in non-hospital settings, including their physician
offices. While the delivery of health care is ever evolving, certain types of health care services should
only be rendered at sites of service where safe and high quality care can be best provided. In many
cases, this will be a hospital, not a physician office. CMS should keep quality of care and patient
safety concerns in mind as it finalizes its changes to the IOAS exception, which affects what types of
care can be furnished in a physician office.

For this purpose, we also urge CMS to consider additional refinements to the IOAS Exception
to guard against the risk of Medicare program and patient abuse, including:

. A diagnostic service should only qualify for the IOAS Exception if the physician billing
for the service, or a member of that physician’s group practice, performs the
professional services (i.e., the interpretation) related to the diagnostic service.

J Return to the statutory ““direct supervision” requirement, i.e., to qualify for the IOAS
Exception, the services must be furnished: (1) personally by the referring physician; (2)
personally by a physician who is a member of the same group practice as the referring
physician; or, (3) personally by individuals who are directly supervised by the referring
physician or another physician in the same group practice.

J Eliminate the option at 42 C.F.R. § 411.355 (b)(2)(1)(B) for qualifying for the “same
office” requirement.

o To qualify for the IOAS Exception, the services must be medically necessary at the
time of the patient’s office visit to assist the physician in his or her diagnosis or plan of
treatment in connection with that visit.




o To qualify for the IOAS Exception, any therapy services must be provided and billed as
an incident-to-service.

These refinements will address the concerns that group practices are benefiting financially
from referrals for services that are not closely related to the physician’s office practice. CMS should
also incorporate a requirement to ensure an adequate relationship between the referring physicians and
the furnishing of ancillary services. This could be achieved through a requirement that the ancillary
service providers be employees, as defined under federal income tax law, of the physician or group
practice.

IV.  Obstetrical Malpractice Insurance Subsidies

CMS is concemed that the current obstetrical malpractice insurance subsidies exception is
overly restrictive and seeks comments on how the exception can be made more beneficial, while
honoring the intent of the physician self-referral law. (See 72 Fed. Reg. at 38,182.) FAH agrees with
CMS’ assessment and shares the following thoughts on improving the current exception.

First, FAH urges CMS to expand the existing exception to cover all physicians, not just
obstetricians. While the malpractice crisis for obstetricians has been well documented, many other
physician specialties are also experiencing difficulties obtaining affordable malpractice insurance. As
CMS is well aware, malpractice premiums are a significant expense for physicians, and states which
have not enacted some form of tort reform (and therefore have higher malpractice insurance costs for
physicians) have experienced increased difficulty in attracting physicians due to the cost of
malpractice insurance and the risk of related liability. Furthermore, the absence of affordable
malpractice in certain states is causing physicians to “go bare” without coverage, which hurts patients
and other providers. When physicians forego malpractice insurance coverage in these states, injured
patients (including Medicare beneficiaries) may not have adequate recourse when they are negligently
treated, or misdiagnosed, by a physician. Also, the burden of defending claims and paying judgments
in these cases often is disproportionately shifted to other providers, such as hospitals.

To address these issues, we believe it would be good public policy to expand this exception
beyond obstetrics. Expanding the obstetrical malpractice insurance subsidy exception to all specialties
is likely to increase availability of physicians in some regions that are experiencing shortages, and
prevent situations where physicians are taking the risky path of forgoing malpractice insurance
coverage altogether.

Second, FAH recommends the following potential changes to the current exception:

) Fliminate the health professional shortage area (“HPSA”) or medically underserved
area (“MUA”) or being part of a medically underserved population (“MUP”)
requirement and instead cap a hospital’s malpractice premium subsidy to the amount by
which the average malpractice premium for that specialty in the hospital’s community
exceeds the national average malpractice premium for that specialty;

. Eliminate the HPSA, MUA, MUP requirement and instead allow hospitals to subsidize
a specialty if an independent third party expert who assesses community needs
determines in a written report that there is a demonstrable shortage of that specialty in
the hospital’s geographic service area; or

) Reduce the current requirement regarding the volume of the patients who reside in a
health professional shortage area (“HPSA”) or medically underserved area (“MUA”) or




be part of a medically underserved population (“MUP”), from 75 percent to 25 percent.
(See 42 CFR § 1001.952(0)(2)(1), (i1).)

Each of these recommendations would increase the number of physicians who could
potentially receive malpractice subsidies, thereby advancing a strong public policy goal of ensuring
adequate numbers of physicians in hospital service areas, as well as helping to ensure that physicians
maintain adequate malpractice insurance. Furthermore, allowing hospitals to subsidize malpractice
premiums is often a more cost-effective solution to physician shortages than the alternative, which
often entails having existing physicians leave or retire, and then having to replace them with new
physicians using expensive recruitment packages. Finally, to prevent any misuse of an expanded
malpractice insurance subsidy exception, we propose adding a requirement that hospitals may not
provide malpractice subsidies in a targeted, preferential or discriminatory manner based on the volume
or value of the physician’s referrals, and that a physician cannot make obtaining a malpractice
insurance subsidy a condition to referring or continuing to refer to the hospital.

V. Unit-of-Service (Per Click) Payments in Space and Equipment Leases

CMS proposes to change the regulations to restrict space and equipment leases from including
unit-of-service-based (commonly known as “per click”) payments to a physician lessor for designated
health services rendered by a lessee entity to patients referred by the lessor. (See 72 Fed. Reg. at
38,182-83 (proposed 42 C.F.R. §§ 311.357(a)(5), (b)(4).) FAH understands CMS’ concern with these
arrangements and supports the proposed change. In fact, we believe that CMS needs to go one step
further, and prohibit unit-of-service based rental payments when they reflect services provided to
patients referred by the lessor or any physician owner or investor in the lessor. However, if this
proposed change were finalized, FAH urges CMS to provide an appropriate grace period before these
changes take effect, which would allow parties time to restructure or unwind existing leasing
arrangements. We believe that if an appropriate transition period is not provided, patient access to
important services will be jeopardized and hospitals could be subject unnecessarily to potential
liability for services rendered immediately after the effective date.

Further, CMS seeks comment on whether the regulations should be revised to prohibit unit-of-
service or time-based rental payments to the extent that such payments related to services referred by a
physician lessee to a lessor entity who furnishes designated health services. (See 72 Fed. Reg. at
38,183.) Similar to our comments above, we believe unit-of-service rental based payments should be
prohibited when those payments relate to services referred to a lessor entity by a physician lessee.

However, FAH views the idea of applying this policy to time-based rental payments to be
much more problematic. First, we are unclear as to how this would work, what the intended result
would be, and what benefit could be achieved. Time-based rental payments do not reflect the amount
of services referred; they reflect the period(s) of time for which the equipment or location is leased.

To the extent that the value of referrals or services provided is incorporated into the lease payment, we
believe this is already prohibited under the current office space and rental of equipment exceptions.
(See 42 CFR §§ 411.357(a), (b).)

Furthermore, time-based rental payments are ubiquitous in leases. A lease that provides for a
fixed rental payment for a period of one year involves a “time-based” rent because a year is a period of
time. Likewise, leases with monthly, weekly, daily or hourly rental payments all provide for time-
based rent, although some of those may look like per-service agreements. Prohibiting such leases
would require parties to unwind countless leasing arrangements at significant transaction costs, with
no practical alternative means to calculate rent (other than usage, which CMS, appropriately, is
curtailing), and no corresponding benefit in reducing the risk of fraud and abuse. Finally, the




Proposed Rule’s preamble does not describe CMS’ particular concerns with respect to time-based
lease payments. Thus, it is not clear what risks these arrangements present to federal health programs
and patients, if any.

In our view, CMS should only consider prohibiting time-based rental arrangements when they
essentially permit payment for the use of leased space or equipment “on-demand.” We believe that
time-based rent can be problematic in these situations. For example, if the aggregate amount of time
for which space and equipment are leased is not set in advance, yet such space and equipment are
available to the physician on demand, then the physician can pay to lease the space and equipment
only when the physician needs it to provide specific patient care services. On the other hand, if the
total amount of time leased by the physician is set in advance, then we believe the arrangement should
be permitted, because it would not fluctuate based on referrals, and the physician would have financial
responsibility for the rental payments without regard to the volume of services the physician provides
using that space or equipment.

Finally, FAH seeks clarification regarding how the Proposed Rule would impact per service
lithotripsy leases. As you know, lithotripsy and its treatment under the physician self-referral law have
been subject to judicial scrutiny and were held not to constitute designated health services in the
District of Columbia. (See Am. Lithotripsy Soc. v. Thompson, 215 F.Supp.2d 23 (D.D.C. 2002).) In
earlier physician self-referral rulemakings, CMS did not address this court decision and how it impacts
physician self-referral enforcement policy going forward. We assume that the above federal court
decision is binding only for lithotripsy services provided to Medicare beneficiaries in the District of
Columbia, and that outside of that jurisdiction, lithotripsy services remain a designated health service,
because they are billed as “inpatient or outpatient hospital services.” However, there remains some
confusion as to the current rules regarding lithotripsy service contracts. Given the types of policy
changes being contemplated here and the normal structure of lithotripsy arrangements, the final rule
would seem to be an appropriate place for CMS to address this court decision and to express its
current views on lithotripsy.

V1.  Period of Disallowance for Noncompliant Financial Relationships

CMS seeks comments on how it might, to the extent practicable, set forth the period of
disallowance for arrangements that implicate, but fail to satisfy the requirements of one or more of the
various exceptions. (See 72 Fed. Reg. at 38,183.) FAH believes that providers should be permitted to
self-correct noncompliant financial arrangements and that the period of disallowance should end once
the noncompliant financial arrangement has been remedied. For example, if a hospital were to identify
a noncompliant professional services agreement, the period of disallowance should end once: (1) the
hospital corrects or terminates the arrangement; and (2) the physician repays to the hospital any
compensation in excess of what is permitted by the physician-self referral law and regulations.

Alternatively, if the physician does not (or cannot) repay any excess compensation, then the
period of disallowance should end once the hospital pays to the Medicare Trust Fund the amount of
compensation that it paid to the physician in excess of what is permitted by the physician self-referral
law and regulations, and the hospital is prohibited from paying any future compensation to the
referring physician unless and until the physician reimburses the hospital for the amount of such
excess compensation.”

' We note that payments to CMS based on compensation received by the referring physician is consistent with the
Office of Inspector General’s “An Open Letter to Health Care Providers” (April 24, 2006), in which Inspector General
Daniel R. Levinson stated that OIG tends to settle self-referral and kickback self disclosures for a multiplier based on the
value of compensation conferred on the physician. (See Office of Inspector General, U.S. Department of Health and
Human Services, An Open Letter to Health Care Providers (April 24, 2006).)
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This approach is beneficial in several ways for both CMS and hospitals. First, it encourages
hospitals to review and remedy any noncompliant arrangements, because the sooner a noncompliant
arrangement is remedied, the sooner the physician could refer to the hospital and the hospital could bill
for the services provided pursuant to those referrals. Second, there would be certainty for the industry
regarding their obligations when noncompliant arrangements are identified. In contrast, a suggested
“case-by-case” approach is inconsistent with the purpose of the physician self-referral law, which is to
establish “bright lines” for compliance, to the extent feasible. Third, CMS would receive repayment
of compensation in some instances, which could be used to benefit program beneficiaries. Fourth,
self-correction by hospitals would spare CMS the enormous time, effort and expense of reviewing
countless arrangements with potential technical issues under the physician self-referral law and
regulations.

VII. Ownership or Investment Interest in Retirement Plans

CMS proposes to revise the regulations to provide that “ownership” and “investment” interests
do not include an interest in a retirement plan offered by the DHS entity to the physician or immediate
family member as a result of the physician’s or immediate family member’s employment with the
facility. (See 72 Fed. Reg. at 38,183-84 (proposed 42 C.F.R. § 411.354(b)(3)(1).) FAH supports
CMS’ proposed change.

VIII. “Setin Advance” and Percentage-Based Compensation Arrangements

CMS propose to clarify that percentage compensation arrangements (1) may only be used for
paying personally performed physician services, and (2) must be based on the revenues directly
resulting from the physician services rather than based on some other factor. (See 72 Fed Reg. at
38,184 (proposed 42 C.F.R. § 411.354(d)(1).) FAH is sensitive to the potential abuses that CMS is
attempting to address with the proposed change. However, we believe that the proposed change would
result in the elimination of many common percentage arrangements that present no risk of program or
patient abuse, including practice management agreements (in which a manager provides administrative
and other management services to physicians, typically in exchange for a percentage of the physician’s
revenues or collections, which could include ancillary revenue), and leases with cost sharing for
common space (in which tenants pay their respective percentage of costs associated with common
areas of the property).

Likewise, many pay-for-performance and quality of care initiatives provide physicians with the
potential to earn percentage-based compensation to the extent certain quality of care benchmarks are
achieved. There are other common arrangements that involve compensation based on a percentage of
something other than professional fees generated, including physician practice expense sharing
arrangements, and billing and collection agreements, to name just a few.

FAH urges CMS to adopt a more narrowly tailored approach, and prohibit percentage-based
compensation arrangements only to the extent the compensation is based on a percentage of revenues,
collections, charges, receipts, profits or other amounts that reflect DHS-designated health services
referred by the physician receiving the compensation. This approach would be consistent with CMS’
proposal with respect to unit-of-service (per click) payments in space and equipment leases.
Furthermore, we believe this prohibition should be included in the special rules on compensation
addressing when compensation does or does not take referrals into account, and noet the definition of
“set in advance.” Finally, we also recommend any changes to percentage-based compensation
arrangements be phased in over time to allow parties to end or modify their existing compensation
arrangements.




—

IX. Stand in the Shoes

CMS proposes to amend the regulations to provide that, where a DHS entity owns or controls
an entity to which a physician refers Medicare patients for DHS, the DHS entity would “stand in the
shoes” of the entity that it owns or controls, and would be deemed to have the same compensation
arrangements with the same parties on the same terms as does the entity it owns or controls. (See 72
Fed. Reg. at 38,184.) FAH understands the concerns underlying CMS’ proposed changes, but we
believe such concerns have already been adequately addressed in the Stark II, Phase III Final Rule.
Furthermore, in CMS’ example, because the entity owned or controlled (the “Subsidiary”’) by the DHS
entity (the “Parent”) provides DHS itself, the Subsidiary’s financial relationship with the referring
physician(s) presumably would already need to meet an exception. Therefore, it is unclear what is
gained by having the Parent stand in the shoes of the Subsidiary, and use the same exception the
Subsidiary is using.

Other practical issues also arise. For example, what degree of ownership is required to trigger
the “stand in the shoes” analysis -- is it any ownership interest, a majority, or 100% of the Subsidiary?
What is meant to be in “control” of another DHS entity? Is it the power to appoint board members (if
so, what percent of the board) or officers, or contractual control, or some other method? We are
concerned that these additional “stand in the shoes” provisions would only contribute to confusion in
this area, and it would be unclear in many situations whether an arrangement should qualify as an
indirect compensation arrangement, by virtue of an unbroken chain of financial or compensation
relationships, or as a direct relationship, by virtue of the “stand in the shoes™ rules.

X. Alternative Criteria for Satisfying Certain Exceptions

CMS seeks comments on whether to amend certain exceptions to provide an alternative
method for satisfying those exceptions. (See 72 Fed. Reg. at 38,185.) FAH applauds CMS for its
responsiveness to concerns expressed by providers about the dilemma of technical violations under the
physician self-referral law and regulations. As CMS notes in the Proposed Rule, providers potentially
could experience technical physician self-referral violations due to missing signatures, expired
contracts, or missing documentation. Although many providers are diligent in their record keeping
and compliance efforts, innocent mistakes still occur, and the strict liability construct of this statute
makes this dilemma very serious.

However, we find CMS’ current proposal to be too limited. Given that these violations are
only technical, we believe it is cumbersome, time-consuming and unnecessary for CMS to undertake a
case-by-case review. An alternative to formal compliance should be permitted if the provider (1) can
identify contemporaneous written documentation (e.g., cancelled checks, invoices, email or other
correspondence) evidencing that the key terms of the arrangement complied with the substantive
elements of the applicable exception (although perhaps not the procedural requirements for a single
written agreement, signed by both parties), and (2) promptly brings the arrangement into compliance
with both substantive and procedural requirements of the applicable exception.

If the provider is unable to identify contemporaneous written documentation, then it should
correct or end the arrangement and (1) seek repayment of compensation from the physician of the
amount that was paid to the physician in excess of what was permitted under the physician self-referral
law, or (2) if the physician will not repay the compensation, submit an amount to CMS equal to the
payments made to the physician in excess of what was permitted under the law and regulations. (See
above,. § VI. Period of Disallowance for Noncompliant Financial Relationships.) In these cases, after
the repayment of excess compensation, the provider could then submit a notice to CMS that a
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noncompliant arrangement has been identified and remedied and maintain a file evidencing the
corrective action that could be reviewed later, if necessary.

In addition, we have specific comments regarding certain of the requirements listed in the
alternative criteria for satisfying certain exceptions:

) Disclosure of the facts and circumstances of the arrangement to CMS. Requiring
the “facts and circumstances” of the situation to be disclosed to CMS upon the
occurrence of technical violations will require scarce resources to be allocated to the
process by both the providers and CMS. Would CMS establish reasonable time frames
for a response so that providers are not left in limbo awaiting an uncertain government
decision? We are concerned that CMS could be flooded with disclosures of technical
violations. We believe our proposal is far more efficient and effective, and is not
susceptible to abuse and could be audited by the government.

) CMS determines that the arrangement satisfied all but the prescribed procedural
or “form” requirements of the exception at the time of the referral for DHS at
issue and at the time of the claim for such DHS. It is unclear how CMS will
determine some of the more subjective requirements of the exceptions, such as whether
compensation is fair market value, or the services provided exceed those services that
are reasonable and necessary for the legitimate business purposes of the arrangement.
Determining compliance or noncompliance with these types of requirements would
appear to be outside of the normal course of business for CMS, and would require
enormous and costly resources, potentially including the use of outside experts.

o The failure to meet all the prescribed criteria of the exception was inadvertent.
CMS indicates that it would consider an “inadvertent” failure only when there is an
innocent or unintentional mistake, but does not provide any substantive guidance
regarding what constitutes an “innocent or unintentional mistake.” This could cause
confusion for providers seeking to make a disclosure. It also appears to be somewhat
inconsistent with the knowledge standard, discussed below.

o The referral for DHS and the claim for DHS were not made with knowledge that
one or more of the exception’s prescribed criteria were not met. First, it is unclear
whose knowledge would be relevant. Second, we question how CMS would determine
if this requirement was satisfied especially given it proposes to use the scienter standard
of the Civil False Claims Act. How would someone demonstrate, for example, that it
did not know and should not have known that a signature was missing on a lease?
Would CMS interview all personnel involved at the entity, in addition to the referring
physician? Such an approach would require significant resources, and effectively
create a mini-trial for each minor, technical violation brought to CMS’ attention. If any
knowledge requirement were retained by CMS, it should be an actual knowledge
standard in order to provide more certainty with respect to this exception.

o No more than a set amount of time had passed since the time of the original
noncompliance with the prescribed criteria. Because many physician self-referral
violations are unintentional, they are not discovered immediately. Requiring that not
more than a set amount of time pass would exclude many arrangements that otherwise
properly fit within the alternative criteria. In order to maximize the effectiveness of
these alternative criteria, FAH urges that this condition be removed.




We note the Stark II, Phase III Final Rule makes it even more important for CMS to adopt a
workable policy in this area as soon as possible. The Phase III Final Rule implements policy changes
in certain areas which may increase instances where alternative criteria for compliance would be
beneficial to protect arrangements that do not pose a risk of patient or program abuse. While the need
for policy on this has been longstanding, the need will increase when Phase III Final Rule goes into
effect in December.

Finally, we note that the existing regulatory refund obligation adds to the provider
community’s trepidation over how to handle technical physician self-referral violations. (See 42
C.F.R. § 411.353(d).) Compliance analyses regarding whether to refund arise in a variety of situations
and can often present complex questions. For physician self-referral purposes, we believe the current
refund regulation goes beyond CMS’ statutory authority in this area, and therefore creates additional
risks for parties for enforcement actions related to physician self-referral arrangements. The statute
provides expressly that “[i]f a person collects any amounts that were billed in violation of [the
physician self-referral law], the person shall be liable to the individual for, and shall refund on a
timely basis to the individual, any amounts so collected.” (42 U.S.C. § 1395nn(g)(2)(emphasis
added).)

Thus, the statute’s plain wording requires only repayments to individuals, and does not create
any obligation on the part of any provider to refund any payments received from Medicare on claims
submitted in violation of physician self-referral law. Instead, general federal debt collection
authorities provide the federal government with the authority to recoup identified overpayments. The
physician self referral statute’s refund authority should be viewed as complimentary to the general
federal recoupment authority, and is intended to ensure that beneficiaries receive refunds of their co-
payments when a Medicare overpayment is recouped. For these reasons, we believe the implementing
regulation at 411.353(d) exceeds the authority granted by section 1887(g)(2) of the Act, and presents
an impermissible interpretation of the statute. Accordingly, we request that CMS revise this regulation
to properly reflect Congressional intent.

XI.  Services Furnished “Under Arrangements”

The Proposed Rule expresses CMS’ concern with the current state of affairs involving “under
arrangement” services and their relationship to physician self-referral. (See 72 Fed Reg. at 38,187.)
To address these concerns, CMS proposes to revise its definition of “entity” to include both the entity
that furnishes the DHS and the entity that bills for the DHS. (/d. (proposed 42 C.F.R. § 411.351).)
FAH supports CMS’ goals with respect to “under arrangements,” and recognizes the legitimate
concerns that may exist when a physician-owned joint venture provides the same services to a hospital
“under arrangements” that the hospital previously provided directly, without expanding the type of
services provided, upgrading the facility or equipment, or otherwise contributing to health care quality
or accessibility in the community.

The concept of “under arrangement,” which originally was solely a payment concept, has been
used in recent years as a way to work around the strict rules of the physician self-referral law. Under
arrangement transactions have proliferated as growing numbers of physicians and hospitals have
exploited what amounts to a “loophole” in the existing self-referral regulations. We believe CMS is
appropriately clamping down on these abusive arrangements, which, when unraveled, are quite often
just a sophisticated way of circumventing the basic purpose of the physician self-referral law. For
these reasons, FAH is fully supportive of CMS’ policy goals.

However, we are concerned that CMS’ proposal does not concisely address the problem it
seeks to remedy. For example, the proposed revisions to the definition of “entity” are confusing and
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may be over-broad. Specifically, the phrase “has performed the DHS” could lead to different
interpretations—does this include individuals, management companies, lessors and/or vendors?
Likewise, the term ““‘caused a claim to be presented” is also ambiguous and could be interpreted as
including a number of unintended entities, including billing companies, consultants, or even individual
billers and coders. CMS should be mindful that when closing this loophole, it does not inadvertently
create ambiguity and confusion in other areas.

FAH believes it is far better to pursue a more focused solution, and proposes the following:
First, add the following sentence to the definition of “entity” in 42 C.F.R. § 411.351: “An entity
providing services ‘under arrangements’ is also an ‘entity’ for purposes of this subpart.” Second,
delete “under arrangements” as an exception to an “ownership or investment interest” (see 42 CF.R. §
411.354(b)(3)(iv)) and include it instead as an ownership or investment interest under 42 CFR §
411.354(b). Third, clarify in 42 C.F.R. § 411.354(c) that an “under arrangements” contract might also
create an ownership or investment interest, in addition to an indirect compensation arrangement.

We believe that these changes would accomplish the same goal as CMS’ proposed changes,
but in more targeted fashion and without making any broadly sweeping and potentially confusing
changes to the definition of “entity.” As with “per-click” leases and percentage compensation, we
urge CMS to consider a phase-in of any changes in this area, which will permit the termination and/or
restructuring of existing relationships and arrangements before absolute compliance is triggered.

The Stark II, Phase III Final Rule contains several provisions that will affect under
arrangement transactions. However, those provisions will only affect how such arrangements can be
structured; they are not sufficient to address CMS’ overarching concern about the proliferation of
these types of arrangements. Therefore, it is critical for CMS to redefine “entity,” as that approach is
the only way to address fully properly the valid concerns that CMS expresses in the Proposed Rule.

COMMENTS RELATED TO INDEPENDENT DIAGNOSTIC TESTING FACILITIES

Under this proposed rule, CMS is advocating changes to the already existing independent
diagnostic testing facilities (“IDTF”) performance standards as well as recommending two new
standards. FAH offers comments concerning the proposed changes in three areas: (1) applying
existing and newly proposed performance standards consistently to all freestanding imaging services
regardless of how they are enrolled; (2) the proposed changes to existing standards; and (3) the new
CMS proposed standards.

I. Consistent Standards

FAH believes the consistent adoption of performance standards for all freestanding imaging
services, whether enrolled as an IDTF or as a physician directed clinic, would continue to support
CMS’ intent to ensure that minimum quality standards are met to protect Medicare beneficiaries. As
CMS states in the December, 2006 Federal Registerz, “these standards are merely good business
practices that will help to ensure that suppliers are providing quality care to Medicare beneficiaries.”
CMS also noted that it received several comments recommending the expansion of the IDTF
performance standards to all imaging services, including those enrolled as a physician directed clinic
rather than as an IDTF. The response from CMS was that this will be considered in future rulemaking
processes. FAH encourages CMS to follow through on its commitment to consider, and more

? Federal Register: December 1, 2006 (Volume 71, Number 231)]

11




—

importantly ensure quality care for the Medicare beneficiaries by requiring consistent standards in all
settings that provide imaging services.

IL. Changes to Existing IDTF Standards
A. Liability Insurance — § 410.33(g)(6)

We appreciate and support CMS’ decision to remove the requirement of listing the serial
numbers of any and all diagnostic equipment used by the IDTF. However, the FAH is concerned
about the proposal to revise the performance standard to include the requirement that an IDTF must
list the CMS designated contactor as a Certificate Holder on the liability insurance policy. The stated
rationale for this new requirement is so the CMS designated contractor can, at any time, directly verify
with the IDTF’s insurance underwriter and agent that the IDTF is maintaining the required liability
insurance. The FAH opposes this new requirement. This would create an undue administrative
burden on the IDTF and its insurer and would set an unnecessary precedent of listing a governmental
agency on an insurance policy.

B. Enrollment Changes — § 410.33(g)(2)

FAH supports the changes in this standard to lessen the administrative burden for the IDTF and
the carrier/Medicare administrative contractor (“MAC”). This demonstrates CMS’ commitment to
requiring those items that are deemed to be substantive changes to be submitted within 30 days.

C. Beneficiary Questions and Complaints — §410.33(g)(8)

FAH recognizes the need to clarify the requirement to maintain documentation of the
interactions with the beneficiaries regarding complaints. However, is it the intent of this standard that
every question is logged? For example, if a beneficiary has a question about their bill or a scheduled
appointment time, it would not be feasible that each and every question be logged. We respectfully
request that the beneficiary’s complaint (rather than global questions) and corresponding follow up be
subjected to the outlined documentation requirements. Although it is our opinion that this is CMS’
intent, the final rule offers the opportunity to provide further clarity of this intended purpose.

D. Supervising Physicians — § 410.33(b)(1)
FAH supports the proposed revisions to this standard.
III.  Proposed New IDTF Standards
A. Initial enrollment date for IDTF

We recognize CMS’ efforts to establish a more uniform enrollment standard to confirm that an
IDTF is in compliance with the Medicare standards prior to billing. To address this, CMS has
proposed to allow the effective date of billing privileges to be the latter of (1) the date of filing of a
Medicare enrollment application that was subsequently approved by the contractor; or (2) the date an
IDTF first started rendering services at its new location. In order to effectively manage this
requirement and ensure the availability of the services provided to the beneficiaries, there must be a
shared and joint responsibility between the IDTF and the CMS enroliment contractor.
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We applaud the fact that the enrollment process will be moving to a web-based solution,
specifically the Provider, Enroliment, Chain, and Ownership System (PECOS Web). We are hopeful
that this new system will streamline the enrollment process and address many of the timeliness issues
that the industry has experienced related to the processing of IDTF enroliment applications. One of
our members recently reported that it has taken the contractor more than a year to process and approve
a completed enroliment application on several IDTFs in one region.

We have reviewed the Functional Requirements Document® for the Medicare Administrative
Contractor (MAC). Within the outlined scope of work (SOW), there is reference to the Contractor’s
timeliness responsibilities. The SOW for paper enrollment applications describes timely as when 80%
of the applications are processed within 60 calendar days of receipt, 90% in 120 calendar days of
receipt, and 99% of applications are processed within 180 calendar days. In the web-based enrollment
process, the SOW describes timely as 90% of applications are processed within 45 days of receipt,
95% in 60 calendar days, and 99% within 90 calendar days of receipt. Based on these timelines, the
FAH recommends an accelerated rollout of the PECOS to expedite the process.

It is our suggestion that Medicare ensure these timelines are adhered to by their contractors so
that beneficiaries have access to quality and convenient healthcare delivery offered at the IDTF.

Furthermore, we beheve it is critical that CMS develop and require their contractors to follow a
protocol that outlines the items that will require a contractor to reject or deny an enrollment
application. Even with the best of intentions, an incidental oversight may occur when completing the
enroliment application. When this occurs, the decision to reject or deny the claim (which will now
impact billing privileges) must be weighed against the information that is lacking. For example, there
have been instances in which an application was returned to add a “comma” or an unintentionally
omitted 9 digit of a social security number. These omissions need to be corrected; however, these
elements do not constitute substantive items that would render the enrollment application rejected. In
other words, the rejection or denial of an application should be based on substantive elements. These
other notable items should be identified as a deficiency or as an incomplete application and returned to
the applicant with a request to update or complete the application. Under such circumstances, the
application should not be rejected or denied in such a way that would adversely affect the IDTF’s
effective date to bill for it services to Medicare beneficiaries. This would constitute an arbitrary and
capricious denial of the IDTF’s ability to appropriately bill for its services back to the date it submitted
a materially complete application.

B. Prohibition on Sharing

In general, FAH supports CMS’ desire to prohibit IDTFs from sharing space, equipment or
staff or subleasing its operations to another individual or organization. The industry recently appears
to be experiencing a proliferation of shared use arrangements between IDTFs and physicians who refer
diagnostic services to those IDTFs. Such arrangements can be structured in a variety of ways, which
vary widely in terms of legal and compliance risk. As such, leveling the playing field, so to speak, by
prohibiting any such shared use arrangement with these types of physicians would be supported by
FAH under the following circumstances. First, as referenced in Part (1) above, this standard needs to
be applied consistently in all imaging centers, whether enrolled as an IDTF or as a physician-directed
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clinic. Otherwise, two distinct compliance and regulatory standards will emerge depending on how
the same imaging center is enrolled. Second, space sharing should not be prohibited when done with
an adjoining physician practice or radiology group that is an owner of the IDTF. The prior CMS
Transmittal 187 (issued on January 26, 2007 and later rescinded) stated that an IDTF “[m]ay not share
space with another active Medicare supplier. (Note: Physicians owning an IDTF and sharing space are
exempt from this requirement).” For example, it is common for IDTFs to share waiting room,
common area space, or other space within the IDTF with the adjoining physician practice or radiology
group that is an owner of the IDTF. We do not think it was CMS’ intention to adopt a standard that is
more restrictive than the proposed Transmittal 187 that was rescinded.

It is also unclear as to how this prohibition would be implemented in terms of the supervising
physician. For example, if the supervising physician is “shared” by an IDTF and that physician’s own
group practice.

In addition, CMS requested comments on whether this shared use prohibition should be
extended to mobile services used by IDTFs. On this point, FAH would not be in support of extending
this prohibition to the mobile [DTF setting. IDTFs routinely use mobile services to provide a full
range of diagnostic services to its patients. Often staff from the IDTF will provide patient services
within the mobile unit, since the IDTF assumes responsibility and oversight for the mobile services
provided on the IDTF’s premises. Also, the mobile provider often shares space within the IDTF to
operate the equipment. These mobile services are provided in a cost effective way and enable the
IDTF’s patients to receive a broader array of services than would be available if the IDTF had to
secure such services through fixed equipment provided solely by the IDTF. Prohibiting such
legitimate sharing arrangements would limit beneficiary access to necessary mobile services and
increase the costs of providing necessary diagnostic care.

INDEPENDENT BILLING FOR PATHOLOGY SERVICES

As we have stated in previous comments letters, we do not agree that Medicare is currently
paying twice for the technical component (TC) of pathology services provided to hospital inpatients as
these services were not included in the base cost for grandfathered hospitals when the DRG system
was first established. CMS did include pathology services performed by the hospital laboratory in the
base year cost but CMS instructed fiscal intermediaries that where hospitals used an independent
laboratory that billed the Part B carrier that “these costs should not be included in the hospital’s base
period costs”. Thus, CMS is not paying twice for laboratory services performed and billed by
independent laboratories for grandfathered hospitals (those hospitals that were not permitted to include
such costs in their base year).

Also, hospitals that have historically not had to make payment nor bill for these services, will
now incur additional administrative costs related to these functions.

FAH recommends that CMS continue to permit grandfathered hospitals to use independent
laboratories and to permit independent laboratories to bill for such services to the Part B carrier.

In summary, FAH recommends applying the existing and the newly proposed performance
standards consistently to all freestanding imaging services regardless of how they are enrolled; that the
proposed changes to existing standards be evaluated based upon our comments; and, as stated above,
the FAH strongly suggests a comprehensive assessment and clear implementation guidance be
provided in the event that the new standards are implemented. In addition, the new standards should
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include the assurance that enrollment applications are rejected or denied only for substantive reasons
and that consideration is given for legitimate shared use arrangements.

* * * * *

FAH appreciates the opportunity to comment and looks forward to reviewing your response. If
you have any questions about our comments or need additional information, please contact me or Jeff
Micklos of my staff at 202.624.1500.

Respectfully s ed
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August 31, 2007

Herb B. Kuhn

Acting Administrator

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

7500 Security Boulevard

Baltimore, MD 21244-1850

Re:  CMS-1385-P; Medicare Program; Proposed Revisions to Payment Policies Under
the Physician Fee Schedule, and Other Part B Payment Policies for CY 2008;
Physician Self-Referral Provisions

Dear Mr. Kuhn:

The American College of Osteopathic Surgeons (ACOS) and the American Osteopathic
Academy of Orthopedics (AOAO) appreciate the opportunity to provide written comments on
the “Proposed Revisions to Payment Policies Under the Physician Fee Schedule, and Other Part
B Payment Policies for CY 20087, as published in the Federal Register on July 12, 2007.
Specifically, we wish to comment on the proposed changes to the physician self-referral rules
and the Medicare reassignment and anti-markup provisions that apply to diagnostic tests.

In general, we are very concerned that the proposed changes will add yet another layer of
unnecessary complexity and confusion in an area where physicians are simply trying to provide
patients with the highest quality of services in an efficient manner in one centralized location.
For example, the proposed rule questions whether there should be new restrictions on “pod” labs
located in physician offices. Yet, the Centers for Medicare and Medicaid Services (CMS)
provides no evidence of any existing abuse in this area. There has been no evidence
demonstrated of over-utilization of services or other abuses occurring because of these
arrangements.

Indeed, we believe that these pod labs, conveniently located in the physician offices, have
increased the quality of patient care and perhaps reduced the overall costs to the Medicare
system by providing efficient and more timely care. We urge CMS to seek further data in this
area to confirm whether abuses are occurring prior to making any policy changes that might in
fact lead to lower quality of care and even greater costs to the system.

Also, under the proposed rule changes, the only professional or technical components of a
service that a physician group could mark-up would be those performed by a full-time employee
of the group. This proposed change does not reflect real-world situations. There are many cases
where the physician group hires other professionals for interpretations or technical services as




—

Herb B. Kuhn
August 31, 2007
Page 2

independent contractors or part-time employees, particularly in rural areas. In addition to paying
these professionals for these services, the physician group also incurs overhead expenses and
assumes the risk in billing for these services because some services will not be paid. If the
physician group is prohibited from billing more than the amount actually paid to the independent
contractor or part-time employee, the physician group would actually lose money on providing
the service. Thus, these services will no longer be provided in the physician office, resulting in
less efficient care for the patient and perhaps even lower quality of care and increased costs.

Further, the law currently allows time-based or per-click payment arrangements, as long as the
payment is set in advance at fair market value and does not change during the term of an
agreement in a manner that reflects the volume of referrals. The term of the agreement must be
at least for one year. However, CMS is proposing that space and equipment leases, personnel
leases, billing service agreements, or management services agreements between a physician and
a billing entity may not be based on per-click payments to the physician or on a percentage of
collections for services referred by the physician to the billing entity. Such a change would
require physicians and hospitals to restructure or terminate many arrangements, when once again
there is no substantive evidence of abuse in this area.

Lastly, the proposed rule would change certain indirect compensation relationships between
physicians and hospitals into direct relationships and would prohibit physician ownership of
entities that provide equipment or services to hospitals. The proposed changes would require the
restructuring or termination of many physician-hospital joint ventures and lease and management
arrangements, including those where the compensation already is based on fair market value and
the arrangements foster competition, lower costs, and better care.

In closing, we urge CMS to reconsider its proposed changes in these areas and instead gather
more data to determine if these truly are arrangements where program abuse and/or over-
utilization is actually occurring.

Respectfully Submitted,
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Alison A. Carey, D.O. FACOS Debra K. Spatz, D.O. FAOAO
President, ACOS President, AOAO
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August 31, 2007

VIA ELECTRONIC SUBMISSION
AND HAND DELIVERY

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building, Rm 309-G
200 Independence Avenue, S.W.
Washington, D.C. 20201

Re: File Code CMS — 1385-P
Proposed Revisions to Payment Policies Under the Physician Fee
Schedule and Other Part B Payment Policies for CY 2008

Comments Concerning Proposed Physician Self-Referral Provisions

Dear Centers for Medicare and Medicaid Services:

This letter 1s submitted in response to the Proposed Rule published by the Centers for Medicare
and Medicaid Services (referred to herein as “CMS”) in the July 12, 2007 Federal Register
(referred to herein as the “‘Proposed Regulations”) regarding physicians’ referrals to health care
entities with which they have financial relationships under the Medicare and Medicaid programs
(referred to herein as the “Stark Law”).

We are submitting these comments on behalf of several of our clients including not only
physicians and physician groups but also other stakeholders, such as hospitals and health
systems, physician-owned non-designated health service suppliers and other health care entities
furnishing designated health services.

The overarching comment we have is our surprise and dismay that CMS is taking a piecemeal
and hurried approach to issuing regulations under the Stark Law, which is a highly complex area
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of the law. The Proposed Regulations, which suggest significant and sweeping changes to a
number of provisions set forth in the final Stark II Phase II Regulations, are buried within a 273-
page issuance largely focused on physician fee schedule issues. This is in contrast to the
traditional promulgation of Stark regulations as a separate rulemaking devoted exclusively to the
self-referral law which puts all stakeholders on notice of new rules, not just physicians. This is
especially important because the entity subject to penalties for Stark Law violations is the DHS
entity, not typically the physicians.

In addition, the Proposed Regulations provide the public with less than 60 days to submit
comments. This is in contrast to the expectation of a meaningful comment period for Proposed
Regulations of this significant nature. We are especially dismayed by the fact that CMS has used
the Proposed Regulations to reopen long settled areas of interpretation, like the scope of the in-
office ancillary services exception, as well as the definition of what constitutes a DHS, now 3
years after the publication of final Phase II regulations.

CMS issued the final Stark II regulations three years ago with a great deal of fanfare touting that
it had resolved all significant areas of overreaching that were reflected in the prior versions of the
regulations. In referring repeatedly in these Proposed Regulations to its positions in the 1998
proposed regulation, CMS appears to have completely forgotten the controversial nature of that
earlier proposal and the substantial efforts undertaken by the health care community to convince
CMS that it would be prudent to scale back its overly expansive interpretation of the Stark law.
Yet, just three years after issuance of the Phase Il Stark II final regulations which definitively
resolved these controversies, and based only on “anecdotal reports” of abuse, this new proposal
now contemplates a return to decade-old interpretations that would involve massive restructuring
in the health care community. In addition, if the Proposed Regulations, along with the issues in
which CMS seeks public comment, were to be finalized, then it could result in wholesale
elimination of the delivery of services that have been furnished in group practice settings for

many years.

We fail to understand (or be able to explain to our clients that seek to comply with these
requirements) why CMS is not addressing all of the issues relating to the Stark Law in a
consolidated process of rulemaking, by publishing a single comprehensive set of proposed
regulations that are easily identified to all relevant stakeholders, and which allow a time period
that is long enough for meaningful comments to be crafted and submitted. This is further
evidenced by the fact that CMS is scheduled to issue in next week’s Federal Register the Stark II
Phase III Final Regulations, which are being issued without a comment period and which will
become effective 90 days after publication in the Federal Register.

Various areas addressed in the Proposed Regulations are merely broad "solicitations" for
comments based only on anecdotal evidence, e.g., the discussion of various in-office ancillary
services exception issues involving pathology, clinical laboratory, occupational and physical
therapy services and referrals among specialists; also the discussion of the period of
disallowance for noncompliance financial relationships. These areas cannot be considered as true
"proposed" regulations that give the public a meaningful opportunity to comment on an
articulated CMS proposal. As such, these areas require issuance of a true proposed regulation
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with proposed language for the public to react to and comment on. This is particularly important
when comments on this proposed rule are due before the final Stark II Phase III regulations have
even been officially published in the Federal Register, meaning that the public has not had an
opportunity to assess the implications of the final regulation on these proposals. A further
complicating factor is that the final Stark II Phase III regulations are alluded to throughout the
Proposed Regulations yet not addressed directly.

We are also dismayed by the fact that so many concepts and positions originally proposed by
CMS in the 1998 Stark II proposed regulations, which were ultimately modified in Phases I and
II in 2001 and 2004, have been reincorporated into this set of Proposed Regulations.
Specifically, in the preamble to the Phase I and Phase II regulations, CMS acknowledged that
there are good reasons for maintaining flexibility in the Stark regulations. The Stark law is black
and white, so that any overly restrictive Stark law interpretations mean that services cannot be
furnished to Medicare patients, even if the patients want those services in that setting or from
that physician. Moreover, any abuse that arises from any particular physician financial
relationship can always be prosecuted as an anti-kickback violation, or a breach of the various
Medicare payment and coverage rules. Similarly, abuses perceived in site of service, quality, or
reimbursement can be remedied through modifications to those underlying Medicare rules, not
the Stark Law. However, in these Proposed Regulations, CMS is proposing to eliminate some
of this flexibility based upon perceived abuses.

For these reasons, we urge CMS to abandon the notion of issuing the Final Medicare Physician
Fee Schedule with the Stark Law sections included in the Final Rule, but instead postpone
publication of these aspects of the Proposed Regulations until such time as it publishes a
consolidated proposed rule on the physician self-referral law (i.e., “Phase IV Regulations”).

As we have done in the past, we welcome the opportunity to meet with you to discuss these
issues in greater detail and/or provide some supplemental information related to the topics
addressed below.

Services Furnished Under Arrangements

In an attempt to address what it considers a problem of potential over-utilization of services by
physicians who have an ownership interest in an entity that performs tests or procedures pursuant
to an “under arrangements” relationship with a hospital, CMS proposes to expand the current
definition of ““entity” (to which a physician is prohibited from making a referral if he or she has a
financial relationship with the entity), from only that entity which bills for the designated health
service (“DHS”) to now include the entity that actually provides the DHS in an “under
arrangements’” relationship.

This proposed interpretation of the Stark Law contradicts the position taken by CMS in the Stark
II Phase I Final Regulations in 2001, where CMS stated that it “would treat ‘under arrangements’
financial arrangements between hospitals and physician-owned entities as compensation and not
ownership relationships.” At that time, comments were made by individuals concerned that the
definition of inpatient and outpatient hospital services would impact hospitals that purchase
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services "under arrangements” from entities owned in whole or in part by referring physicians.
In 2001, CMS stated that it would not interpret the statute to consider “‘under arrangements” to
be “ownership interests” because to do so, given the high volume of these arrangements, would
“disrupt patient care” and that “bona fide “under arrangement"” relationships could easily be
structured to comply with the personal services arrangement exception, or, in some cases, the fair
market value exception" and that there was precedent in the statute for treating them as
compensation. See 66 Fed. Reg. at 942.

In proposing this change, CMS treats as one and the same services furnished “under
arrangements” that are themselves on the list of DHS with services that are not DHS. An “under
arrangements” contract should not convert a service that is not a DHS to a DHS simply because
there is a contract with a hospital and the service appears on the hospital bill. The law and Stark
regulations already constrain physicians from owning entities that furnish DHS (e.g., lab,
therapy, radiology, etc.) absent a relevant exception. Treating the entity that furnishes a service
that has not been designated by Congress as a DHS as if it is a DHS entity merely because that
the entity has a contractual arrangement with a hospital that bills it as an inpatient or outpatient
hospital service is an unwarranted expansion of the Stark Law.

Despite CMS’s receipt of “anecdotal reports” of hospital/physician joint ventures that now
provide services formerly provided by the hospital itself, there remain many legitimate reasons
for a hospital contracting with an entity to provide services on an “under arrangements” basis.
Specifically, we have been informed by health care entities that many of these services can often
be provided on a more efficient, clinically appropriate basis by an entity that specializes in the
provision of a particular type of services. For example, a free-standing ambulatory surgery
center (“ASC”) focuses only on the provision of outpatient surgeries and procedures. Because
the ASC does not have the multiple departments with their conflicting interests and demands, it
can often provide surgical services more effectively and efficiently than can a general acute care
hospital. This leads to greater patient satisfaction because of less rescheduling and delays of
surgery due to emergency/unscheduled surgeries. This is very important since most patients are
transported to and from the ASC by family or friends who must take off work to perform this
task. Cancellations and delays only lead to more days off of work for these transporters with a
resulting negative effect on the economy and employers. In addition, ASCs allow for block
scheduling which inpatient facilities are less able to do. This allows surgeons a greater
efficiency which assists them in accepting low-paying Medicare patients, thus giving these
patients access to a wider and more readily available group of specialists.

Hospitals that enter into “under arrangements” relationships are relieved of the burden of
maintaining or expanding a particular service line, while still being able to provide much needed
services to the members of its community. This frees up hospital capital to be spent on other
much needed services and space and other resources within the hospital to be used for other
services. It has been our experience that hospitals have found themselves unable to keep up with
the demand for outpatient surgery capacity and have found that investing in ASCs to be a better
use of their resources as compared to building and staffing larger outpatient surgery areas within
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the hospitals. In addition, the partnered ASCs are not taxable entities providing tax revenues that
would not be forthcoming from a nonprofit inpatient hospital.

Another advantage of having outpatient surgeries performed in the ASC setting is that in a
hospital surgical patients are exposed to other patients with chronic illnesses or infectious
diseases, making the post-operative patient susceptible to nosocomial infections.
Microorganisms and pathogens can thrive in a hospital setting and can be transmitted by food
and water, transfused blood and intravenous fluids, medications, air, direct human contact, linens
and other carriers. ASCs pose less risk of infection because patients spend relatively little time
in these facilities and have only minimal exposure to other patients and staff. In fact, the
Institute for Healthcare Improvement has estimated the inpatient rate of surgical site infections to
be between two and five percent (2-5%) for patients undergoing clean extra-abdominal
operations and up to 20% in patients undergoing intra-abdominal procedures. This is compared
to a post-surgical infection rate of 0.18% for ASCs (data taken from the OQutcomes Monitoring
Project Report, 1% quarter 2007).

From CMS’s comments, it appears that it believes that entities only provide services “under
arrangements” that are “medically less intensive.” However, this is not accurate. Many ASCs
provide a full range of surgical services, including complicated surgeries and procedures, that are
comparable to hospital outpatient surgery units. We believe that CMS should research and
compare the types of surgeries and procedures performed in hospital outpatient surgery units and
those being performed at ASCs before concluding that ASCs are performing medically less
intensive services than hospital outpatient surgery units.

CMS’s concems about the potential for over-utilization are already addressed, at least in part, by
the “under arrangements” regulations that require that the provider of the services ensure that the
procedures being performed are medically necessary. These requirements are summarized in
CMS’s General Information Eligibility and Entitlement Manual which states that “the provider
(other than a SNF) must ensure that the medical necessity of such services is reviewed on a
sample basis by the utilization review (UR) committee if one is in place, the facility’s health
professional staff, or an outside UR group. (CMS Pub. 100-1 Chapter 5) § 10.3. CMS may be in
a better position to end abuses without negatively affecting legitimate providers of services under
arrangement by enforcing the “under arrangements” requirements such as this one.

Instead of reversing Congress’ and its own prior stance on this matter and trying to “fix”’ under
arrangement violations by casting a wide net through the use of the Stark Law, CMS should
instead focus its efforts on revising the “under arrangements” regulations to put a halt to the
abusive arrangements. By doing so, CMS is much more likely to stop the abuses while allowing
legitimate, non-abusive “under arrangements” relationships to continue.

Stand in the Shoes

In the Proposed Regulations, CMS suggests amending §411.354(c) to provide that, where a DHS
entity owns or controls an entity to which a physician refers Medicare patients for DHS, the DHS
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entity would “stand in the shoes” of the entity that it owns or controls and would be deemed to
have the same compensation arrangements with the same parties on the same terms as does the
entity owned or controlled.

CMS’s rationale for this proposal is that it believes that it is necessary to ‘“collapse” these
relationships to safeguard against “program abuse by parties who endeavor to avoid the
application of the physician self-referral requirements by simply inserting an entity or contract in
a chain of financial relationships linking a DHS entity and a referring physician.” However,
CMS has already addressed this concern in how it has defined expansively “indirect ownership
interests” in §411.354(a)(1)(b)(S) and “indirect compensation arrangement” in
§411.354(a)(1)(c)(2). This expansion of the definition of “indirect” interests in the final Stark II
regulations captured many more layers of financial relationships for purposes of Stark law
analysis and compliance than were previously thought to be implicated by the Stark law. We
believe no further expansion or “stand in the shoes” concept is necessary to prevent parties from
avoiding the application of the physician self-referral requirements.

Also troubling with respect to CMS’s “‘stand in the shoes” notion is the concept of a DHS entity
standing in the shoes of an entity it “controls.” The Stark Law and implementing regulations
always have been concerned with financial relationships, i.e., ownership interests and
compensation arrangements. The Proposed Regulations unduly expands the relationships
implicating the Stark Law beyond the statute to control among affiliated organizations. Again,
the expanded definition of “indirect” should be sufficient to capture any such affiliations where
there are financial relationships among the organizations. No further expansion to “control” is
warranted. Nowhere in the Stark statute does it mention “control.” Moreover, “control” is a
fuzzy notion that has no place in the Stark Law, where clarity and precision are essential. What
would constitute control? A membership interest? A management/contractual arrangement?
Board seats? If so, how many?

Even ownership under a “stand in the shoes” concept is difficult. Does it only apply to wholly
owned entities? If some lesser percentage of ownership than wholly owned, is a majority interest
necessary to trigger “stand in the shoes?” If the DHS entity owns a 40% interest, is that sufficient
“ownership” to require the entity to “stand in the shoes?”

We believe that the adoption of the “stand in the shoe” concept contradicts CMS’s position
concerning the applicability of the exception for physician ownership interests in hospitals (at
§411.356(c)(3)) and DHS entities owned by the hospitals. In the March 26, 2004 Phase II
Interim Final Regulations, CMS stated that this exception would not permit physicians who own
an interest in a hospital to refer patients to a DHS entity owned by the hospital. However, if
CMS is unwilling to collapse a wholly owned subsidiary into its parent hospital for purposes of
allowing a physician to satisfy an exception, then how can CMS argue that it should be able to
interpret the Stark Law as requiring a DHS entity to be collapsed into a non-DHS entity for
purposes of implicating the Stark Law in the first instance? We understand and support
commenters’ request for permission to use a “stand in the shoes” concept to qualify for an
exception, but we take issue with CMS’s proposal to mandate that “stand in the shoes” means
that many indirect arrangements must now qualify as if they were direct arrangements.
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If CMS adopts a stand-in the shoes concept, it must apply equally to exceptions as it does to the
trigger. Moreover, CMS must think through the applicability of exceptions to all potential
arrangements captured by stand-in-the-shoes. CMS’s use of the medical foundation example is
illustrative. While there are a number of exceptions that medical foundations may rely upon
when they compensate physicians — in office ancillary services exception, personal services,
employment, academic medical center exception — it is not clear that all of these exceptions
would apply to hospital arrangements with physicians when they are deemed to “stand in the
shoes” of the medical foundation. This could unintentionally upset many existing structures.
CMS should limit the stand in the shoes concept to the area in which it makes the most sense —
physician ownership of their group practices.

We further want to confirm with CMS that the “stand in the shoes” concept would not apply to
faculty physicians who provide academic and clinical teaching services within an academic
medical center. The AMC exception was carefully crafted by CMS in recognition of the unique
circumstances and symbiotic relationship among faculty physicians the other components of the
AMUC, and nothing in the Proposed Regulations should affect the provisions that are reflected in

that exception.

Unit of Service (Per Click Payments) in Space and Equipment Leases

CMS proposes to revise the space and equipment lease exceptions so that these leases may not
include unit-of-service or “per-click” payments for services furnished when the physician who
leases space or equipment to an entity refers patients to the entity for those services. This is in
direct contrast to CMS’s prior discussion of this very same topic. In Phase I of the Stark
Regulations, CMS stated that it had “reviewed the legislative history with respect to the
exception for space and equipment leases and concluded that the Congress intended that time-
based or unit-of-service-based payments be protected, so long as the payment per unit is at fair
market value at inception and does not subsequently change during the lease term in any manner
that takes into account DHS referrals.” 66 Fed. Reg. at 876. CMS now appears to be proposing
to ignore the intent of Congress and its own prior publicly stated position on the issue, on
grounds that “such arrangements are susceptible to abuse.” However, CMS does not explain
what factors have changed in such arrangements to make them more susceptible to abuse now
than they were when Congress passed the Stark Law and when CMS put its stamp of approval on
such arrangements back in 2001.

Moreover, we believe that there is insufficient support for CMS’s position that this compensation
methodology for space and equipment leases results in abusive practices and that the current
requirements under the Special Rules on Compensation in 411.354(d) includes sufficient
safeguards in that the rental payments must reflect fair market value and that the
equipment/space being leased is reasonable and necessary for the legitimate business purposes of
the lease. These protections are more than adequate to protect the federal health care programs
from abuse while allowing legitimate business arrangements between physicians and entities to
exist and, therefore, CMS should not adopt these changes to the space and equipment lease
exceptions.
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In addition, medical equipment in general is very expensive and becoming more and more
specialized. It may not be possible or desirable for a hospital or other entity to use precious
capital on specialized equipment. The same is true for some entities when it comes to finding
space for the variety of services it provides. It may be much more cost effective for the hospital
or other entity to lease equipment/space from a physician lessor who also has a need for the
equipment or space, or to lease equipment or space to a physician who needs are sporadic in
nature. This is especially true for equipment purchases. For example, a specialize surgeon may
purchase a piece of equipment that she uses several times a month primarily during outpatient
surgeries. A hospital to which the physician refers patients may have an occasional need for this
equipment for use on inpatients or for use by another surgeon performing the same or similar
procedures at the hospital on a sporadic basis. It would make no sense for the hospital to spend
scarce resources on a piece of expensive equipment it has a need for only occasionally. It makes
much more sense to rent the equipment on a per-use basis from the physician owning the
equipment. This is also true for arrangements in which the equipment is leased to the physician
for occasional use.

CMS is trying to make it more difficult, if not impossible, for legitimate business arrangements
for expensive space and equipment rentals between physicians and hospitals to exist. Prohibiting
these types of arrangements will make expensive equipment less available to those health care
entities and providers already struggling for their financial lives. It can be argued, of course, that
these types of arrangement may still be permissible, but that a hospital would need to pay the
physician leasing the equipment to or from the entity a set fee or in some other manner for the
use of the equipment on his/her referred patients. Once again, CMS is putting an unnecessary
administrative burden on health care providers to categorize use of the equipment based on the
referring physician.

Set in Advance and Percentage Based Compensation Arrangements

In the Phase I Final Regulations promulgated in 2001, CMS took the position that percentage
based arrangements did not satisfy the “set in advance” standard, which is a requirement of many
of the exceptions applicable to compensation arrangements. However, given the prevalence of
percentage-based compensation and the outcry by various segments of the industry, CMS
subsequently postponed the adoption of this provision in the Phase I Final regulations. Finally, in
the Phase II Interim Final Regulations promulgated in 2004, CMS reversed its stated position
stating that it was “persuaded that our original position was overly restrictive” 69 Fed. Reg. at
16068. CMS then proceeded to modify the set in advance definition to allow percentage
arrangements, provided that the percentage compensation is established with specificity
prospectively, is objectively verifiable and is not be changed over the course of the agreement
between the parties based on the volume or value of referrals or other business generated by the

referring physician.

In the Proposed Regulations, CMS has once again reversed its current position on percentage
arrangements by now proposing that percentage based compensation can apply only to pay

—
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physicians for personally performed physician services. This is a surprising reversal given the
attention that was previously given to percentage compensation arrangements in the Phase 11
regulations, as described above. Further, this proposed position makes meaningless the existing
statutory exception for “physician services” (42 U.S.C. §1395nn(b)(1) and corresponding
regulations (at 42 C.F. R. § 411.355(a)).

Under the Stark Law, it is only necessary to determine whether compensation is “set in advance”
for referrals by a physician who has a compensation arrangement with an entity that needs to
qualify under a Stark law exception that includes the “set in advance” requirement. However,
CMS has defined the term “‘referral” to exclude any DHS “personally performed or provided by
the referring physician.” See 42 C.F.R. §411.351. As a consequence, any financial relationship
that is related to services that the physician personally performs would not be subject to the Stark
Law in the first place, since the provision of those services by the physician would not constitute
a “referral” by definition. Thus, by limiting the definition of “set in advance” to allow only
percentage compensation arrangements in connection with the services “personally performed”
by the physician, CMS will be adopting a superfluous provision. It would never be necessary for
a physician who receives compensation related to services that he/she is personally performing to
even need to take advantage of an exception that includes a set in advance requirement.

We also believe that CMS’s proposal creates an unwarranted restriction on compensation that
rewards the achievement of certain milestones not directly related to physician services in a
hospital. This proposal would seemingly overturn favorable advisory opinions issued by OIG in
this area as well as other initiatives underway by Congress and CMS to reward physicians based
on departmental quality and cost savings.

For these reasons, we do not believe that in 2004 CMS intended for the definition of “set in
advance” to only permit percentage arrangements for services personally performed by a
physician. We request that CMS withdraw its proposal to prohibit percentage based
compensation arrangements to such services. We believe that the current standard for set in
advance adequately protects CMS’s interests because it requires percentage arrangements to be
reflected formally in agreements, set the furnishing of the items or services and be stated in
sufficient detail so that it can be objectively verified.

Burden of Proof

In the Proposed Regulations, CMS clarifies that in any appeal of a denial of payment for a DHS
that was made pursuant to a prohibited referral, the burden is on the entity submitting the claim
for payment to establish that the services was not furnished pursuant to a prohibited referral.
CMS explains that this burden of proof posture is consistent with its policy governing claims
denials. This provision on burden of proof for claims involving Stark covered services should
not affect the burden of proof otherwise applicable in connection with other governmental
sanction and enforcement provisions, such as civil monetary penalties, exclusions and other

possible ctvil penalties.
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In-Office Ancillary Services Exception

Although CMS declines to issue a specific proposal for amending the in-office ancillary services
exception in the Proposed Regulations, it asks for comments as to whether changes are necessary
and also asks for comments to four specific questions relating to (1) whether services not
furnished on an incident to basis should be protected, and whether services not needed at the
time of an office visit to assist the physician in diagnosis or plan of treatment should be
protected, (2) whether changes to the definitions of “same building” and “centralized building”
should be made, (3) whether nonspecialist physicians should be able to use the exception to refer
specialized services to refer patients for specialized services involving use of equipment owned
by the nonspecialists, and (4) whether other restrictions on the ownership or investment in
services would curtail program or patient abuse.

In response, CMS should consider that the Stark Law was not intended to address physician
scope of practice. We read CMS’s discussion in the Proposed Regulations about pathologists,
specialists, and physical therapy and occupational therapy services being furnished under the in-
office ancillary services exception to reflect CMS’s interjecting itself into “turf battles” between
specialists, which is an area outside of the Stark Law. If CMS has a concern based on quality of
care that a specialized service needs to be performed by a particular kind of physician, then CMS
should address the issue in the coverage guidelines, not in self-referral regulations.

CMS also suggests amending the in-office ancillary services exception to limit the exception to
services needed at the time to assist the physician in diagnosis or treatment. We believe that it is
beyond CMS’s statutory authority to promulgate a temporal restriction on the scope of the in-
office ancillary services exception, and that such a provision would pose an unwarranted
restriction on the scope of the in-office ancillary services exception. The in-office ancillary
services exception was plainly intended to confirm the broad authority of physicians to practice
medicine in a group practice setting where services can be performed on a cost-effective and
patient-convenient basis. It is unclear why CMS would want Medicare and Medicaid patients to
have to endure multiple appointments in disparate locations instead of obtaining one-stop
shopping in a physician office setting. It also is unclear what precisely is the “cut-off” of
services anticipated by the “needed at the time” restriction. Does this mean that services not
essential to that particular physician office visit would no longer qualify for protection? What
does this mean for courses of treatment now carried out more conveniently and cost-efficiently in
a physician’s office, such as chemotherapy? Are patients to be sent back to the more costly
treatment venue of the hospital for such services?

With respect to adopting a limitation applying the exception to incident-to services only, it is
clear that the statute does not limit the exception to only incident to services. Indeed, the term
“incident to” is never mentioned in the statute, and the statute calls for “direct supervision” rather
than the more stringent “direct personal supervision of the incident-to standard. Moreover, this
is resurrecting an issue that was put to rest long ago in the previous final Stark regulations. In the
2004 final regulations, CMS confirmed and restated definitively its position from the 2001 final
regulation that the Stark law supervision standard is merely “the level necessary to meet the
Medicare program payment and coverage rules applicable to the particular designated health
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service.” Thus, the Stark law supervision standard is “incident to” when Medicare requires it for
coverage purposes, but a less stringent standard when Medicare coverage provisions allow
general physician supervision for the service. This standard has been clear since 2001, and any
modification absent clear and convincing evidence of abuse (not just “anecdotal reports”) is
plainly unwarranted.

Obstetrical Malpractice Insurance Subsidies

We applaud CMS’s moving away from strict safe harbor compliance as the measure of Stark
compliance. However, we believe that the exception should not be limited geographically to
medically underserved areas or HPSAs. The problem that CMS described in the preamble for
obstetrical malpractice insurance subsidies is not limited to HPSAs or MUAs. This issue over
access to care can appear in any geographic area where there is unmet need for obstetrical
services. We believe that there should be no requirements in the Stark Law exception relating to
location of the entity or medical practice.

Period of Disallowance for Noncompliance Financial Relationships and Alternative
Criteria for Satisfying Certain Exceptions

We support that CMS is contemplating setting limits on the period of disallowance for Stark law
noncompliance as well as allowing “alternative” criteria for satisfying exceptions. This is
especially important given the onerous Stark Law penalties involved, even in the event of
inadvertent Stark law violations.

Indeed we believe that some circumstances warrant no “period of disallowance” at all.
Specifically, if the parties to an arrangement did not realize that they were in violation, they
ought to be able to reconcile the arrangement to be in compliance with the exception without any
period of disallowance at any time before they are alerted by the government that there is a
possible violation. Physicians frequently are not aware of the far reaching implications of the
Stark law on their long-standing arrangements until they engage a compliance review which
points out certain discrepancies in their longstanding practices. This may occur, for instance, in
group practice compensation formulas. In such circumstances, the parties should be able to
determine what permissible compensation should have been, alter the methodology on a going
forward basis, and make an internal payment reconciliation with the affected physicians to
achieve compliance, without violating the Stark law for any period of time whatsoever. Such a
provision would encourage health care entities to conduct frequent compliance assessments and
remedy any shortfalls in compliance, without being subject to the potentially onerous and far
reaching Stark law penalties.

There also should not be any continuing disqualification from using an exception, also in light of
the onerous Stark law penalties. In CMS’s example, a mere $600 fair market value discrepancy
would cause a hospital to be out millions of dollars in revenue from services referred by the
physician, in addition to possible fines and penalties. Under such circumstances, CMS should not
lengthen the period of time or make it more difficult to qualify for an exception.
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We also question why the alternative means of satisfying exceptions for “violations” that are
inadvertent and innocent is only upon self-disclosure. In light of the tremendous penalties
involved and black and white nature of the prohibitions, there ought to be a means specified in
the regulations for the parties to “fix” inadvertent “violations” internally or among themselves,
and for CMS or any reviewing agency to exercise discretion upon later review without the need
to go through the burden and expense of a self-disclosure.

The proposed regulations also contemplates that the “violations” are “self-disclosed to us.” The
question raised under this language is to what agency the disclosure must be made. Is it to
CMS? Would a formal voluntary disclosure through the OIG self-disclosure protocol be
required? Could a provider with a Corporate Integrity Agreement self-disclose to its CIA
monitor? Would disclosure to the carrier or fiscal intermediary or program safeguard contractor
suffice?

In sum, we fail to understand why there is no mechanism for simply fixing inadvertent violations
without the burden and expensive of voluntary disclosure. We would recommend that the self-
disclosure prerequisite be eliminated. If not, we believe that any reasonable disclosure to any
governmental agency or agent should be acceptable.

We appreciate the opportunity to comment on these proposed regulations, and we look forward
to further clarification of these issues. In the meantime, please feel free to contact us if you have
any questions or require further information in this regard.

Sincerely,

peda,

Marci Hy'andler

Carrie Valiant
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200 Independence Ave., S.W.

Washington, D.C. 20201

Re: CMS-1385-P, RIN 0938-A065
Comments of Thomson Micromedex
DRUG COMPENDIA

Thomson Micromedex respectfully submits the following comments in response to the
above captioned notice of proposed rulemaking. Our comments are limited to the portion
of the proposed rule entitled "Compendia for Determination of Medically-Accepted
Indications for Off-Label Uses of Drugs and Biologicals in an Anti-Cancer
Chemotherapeutic Regimen (Sec. 414.930)" (DRUG COMPENDIA).

Thomson Micromedex’ comments are organized as follows:

e General Background on Thomson Healthcare and Thomson Micromedex, the
products DrugDex® and DrugPoints® Systems, (the latter product is the
successor to the United States Pharmacopeia Drug Information for the Healthcare
Professional (USP DI®)), and a description of Thomson Micromedex’ editorial
process, conflict of interest policy, policy on external requests, and the “evidence
rating” system employed by DrugDex and DrugPoints.

e An explanation of why the Secretary of Health & Human Services (HHS) should
regard DrugPoints as a "successor” to USP DI and not a "substitute."

e A discussion of the Technology Assessment (TA) that was performed by the
Agency for Health Research and Quality (AHRQ) acting through two of its
Evidence-Based Practice Centers in connection with the Medicare Coverage
Advisory Committee's (MedCAC’s) review of various compendia. In particular,
Thomson Micromedex is clarifying the record regarding errors that occurred in
the evaluation of DrugDex.

e Thomson Micromedex’ observations, comments and recommendations
concerning the "desirable characteristics” that MedCAC identified for
compendia.

e Thomson Micromedex’ recommendations on changes in the proposed rule with
regard to the compendia review process.



L General Background

The following background supplies the facts necessary to support our subsequent
comments and ensure that the Secretary of HHS and the Centers for Medicare and
Medicaid Services (CMS) have a baseline of information regarding Thomson
Micromedex' compendia.

A. Corporate Structure

The Thomson Corporation is a leading global provider of integrated information
solutions for both business and professional customers. Thomson provides "must-have"
information, utilizing technologies and applications that help our customers to make
better, faster decisions. Thomson is organized into five segments: Legal, Financial, Tax
& Accounting, Scientific, and Healthcare.  The Healthcare segment “Thomson
Healthcare™ includes several strategic business units including the Thomson Healthcare
business known as Micromedex.

The Micromedex business delivers information solutions into three markets: hospitals,
corporate (including managed care organizations), and international. This business has
over 9,600 customers worldwide in more than 92 countries and utilizes an international
network of 43 distributors. Thomson Healthcare utilizes its Micromedex business to
create, market and deliver clinical evidence-based products including DrugDex and
DrugPoints. Located primarily in Denver, Colorado, Thomson Micromedex employs
over 100 people whose primary role is to develop proprietary content in accordance with
documented editorial policies and procedures. These editorial policies and procedures,
discussed below and attached as Exhibits A — D, ensure that Thomson Micromedex’
evidence-based drug content remains unbiased and supports appropriate drug therapy.

B. DrugDex and DrugPoints

DrugDex was first developed over 30 years ago. It contains comprehensive evidence-
based drug information including detailed information on dosing, pharmacokinetics,
adverse effects, FDA-approved and off-label uses, comparative efficacy, and other
critical information on the appropriate use of drugs. The information is referenced to the
underlying studies and intended to provide the healthcare professional with both broad
and in-depth review of all aspects of prescription drugs.

DrugPoints was initially developed approximately ten years ago and has been greatly
enhanced during the last two years in anticipation of becoming the successor to USP DL
DrugPoints contains summary drug information aimed at the point of care clinician.
Derived from the same core drug information as DrugDex, DrugPoints provides
evidence-based information delivered in a concise format to enhance readability and ease
of quickly finding needed information. Sections include dosing, adverse effects, FDA-
approved and off-label indications, interactions, toxicology, and pharmacokinetics.

DrugDex is cited in federal statute as a compendia to be referenced for purposes of
conducting drug utilization review (DUR) under the Medicaid program and determining
whether, for purposes of the Medicaid program, a proposed use of a drug should be
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considered a "medically accepted indication" notwithstanding the absence of FDA
approval for the proposed use (commonly referred to as an "off-label" use). (See 42
U.S.C. 1396r-8(k)(6); 42 U.S.C. 1396r-8(g)(1)). USP DI (or its successor publications) is
also listed as compendia in this same statutory subsection. These statutory provisions are
incorporated by reference into the definition of a covered drug employed under the
Medicare Part D program (Social Security Act Section 1860D-2(e) (as added by the
Medicare Prescription Drug, Improvement and Modernization Act., Pub. L. No. 108-173
(2003)). USP DI (or its successor publications) is also listed in 42 U.S.C. 1395x(t) as a
reference compendia for making a similar determination as to whether a proposed off-
label use constitutes a "medically accepted indication” for purposes of the Medicare Part
B program. DrugDex is not listed under this latter statutory section.'

C. Editorial Process

Thomson Micromedex is committed to providing unbiased evidence-based information
on drug uses in accordance with the available medical and scientific literature. Its
policies and procedures are intended to ensure that the content maintains rigorous
scientific integrity. Thus, Thomson Micromedex follows a defined workflow when
creating and updating content, utilizes subject matter experts as needed when evaluating
off-label indications, complies with a conflict of interest policy consistent with industry
standards, and mandates adherence to it policy on external requests when interested third
parties seek to influence the content. Furthermore, Thomson Micromedex employs an
evidence-based approach to content creation. This approach is consistent with AHRQ
and the U.S. Preventive Services Task Force Ratings of the quality of clinical evidence.”
These policies and procedures, coupled with detailed analysis of the evidence, support
Thomson Micromedex’ goal of providing products of the highest quality.

1. Editorial WorkFlow

Thomson Micromedex’ editorial workflow relies on over 100 full-time editorial staff
members, including physicians, clinical pharmacists, nurses, other allied health
professionals, and medical librarians. This staff follows a multiple step process to create
and review the content of Thomson Micromedex products. (See Exhibit A.) Our
editorial staff, under the direction of the Chief Medical Officer, is trained in the
identification of relevant literature and critical literature evaluation techniques. These
techniques, in combination with clinical judgment, are employed throughout the process
of creating and revising content.

' Thomson Micromedex recognizes that the proposed rule is addressing a process to update the list of
compendia used for purposes of Medicare Part B, but we are also aware of pending federal legislation that,
if enacted, would apply the updating process authorized for Medicare Part B to the Medicaid and Medicare
Part D programs as well. H.R. 3162 (The Children’s Health and Medicare Protection (CHAMP) Act), 110"
Cong., I Sess. Sec. 224 (2007). Thomson Micromedex anticipates that, should this legislative proposal
become law, CMS might apply the same process it develops in this proposed rule to Medicare Part D and
Medicaid.

2 U.S. Preventive Services Task Force Ratings: Strength of Recommendations and Quality of Evidence.
Guide to Clinical Preventive Services, Third Edition: Periodic Updates, 2000-2003. Agency for Healthcare
Research and Quality, Rockville, MD. http://www.ahrq.gov/clinic/3rduspstf/ratings (accessed on
08/21/2007).
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The process for identifying topics for research are based on numerous inputs, including
literature review, clinical judgment, regulatory standards, healthcare trends, FDA actions,
editorial board suggestions, external requests, and policy changes emanating from
professional health care societies. The evidence is reviewed and evaluated for
appropriate statistical analysis and methodological rigor. The iterative writing, reviewing
and editing process allows only the best quality content to be promoted to production and
released in our products.

In addition, an internal panel of senior clinical staff reviews all new content. Certain
topics may undergo additional review by an external editorial board, which consists of
experts in their field of study and practice. Thomson Micromedex supports several
external boards with representation from specialties in cardiology, clinical toxicology,
emergency medicine, endocrinology, neurology and pediatrics to name a few. Moreover,
Thomson Micromedex established an Oncology Advisory Board to assist in the review of
off-label drug indications in oncology practice. These external board members provide
additional input particularly when documentation is controversial or indeterminate or
when evidence ratings for off-label indications are subject to significant change based on
new documentation.

2. Off-Label Indications

As discussed above, Thomson Micromedex’ editorial workflow includes the review of
off-label indications in drug therapy. This information is critical to clinicians in their
day-to-day practice and thus our drug information products, DrugDex and DrugPoints,
contain off-label indications. Mindful that these drug uses have not been reviewed by the
FDA, Thomson Micromedex follows its off-label indication policy (attached as Exhibit
B), to ensure that its review of off-label uses is consistent with evidence-based medicine
and free from any inappropriate outside influence.

Off-label indications are identified through monitoring of the literature and other
accepted sources of medical information (e.g. FDA, NIH, CDC). A thorough literature
search is conducted to ensure that all relevant information is identified, including
negative or inconclusive findings. External editorial board members including Oncology
Advisory Board members review and scrutinize certain off-label indications. These
board members must be practicing physicians with board certification in applicable
specialty areas or practicing pharmacists with board certification and/or advanced
training in applicable specialty areas. All editorial board members must comply with our
conflict of interest policy.

3. Conflict of Interest Policy

Thomson Micromedex’ conflict of interest policy is consistent with industry standards.
(See Exhibit C). The policy is intended to ensure that individuals involved in literature
evaluation and content development are not influenced by financial conflicts of interest.
It is a three-tiered policy which provides that, for de-minimis levels, disclosure is not
required; for additional levels, disclosure is required but is not deemed to be
disqualifying; and, finally, disqualification results in situations where there is a
significant potential for conflict due to the size or nature of a financial relationship.




4. Requesting Inclusion of Information

In order to accommodate third party requests while at the same time protecting our long-
standing reputation as a leading provider of unbiased information, Thomson Micromedex
established a process for requesting inclusion of information in Thomson Micromedex
products. Our policy on external requests, (attached as Exhibit D), requires third parties
that are interested in seeking review of a proposed off-label indication to provide all
relevant information, including information on negative or inconclusive studies.” We
also require the disclosure of information regarding relevant financial relationships.

DrugDex and DrugPoints are first and foremost intended to guide clinicians in the care
and treatment of patients. Thomson Micromedex also recognizes that these products are
used for determining reimbursement under public and private health care insurance
programs, and thus the importance of considering external submissions in a rigorous,
evidence-based and timely manner. At the same time, Thomson Micromedex is not
structured as a clearinghouse for any and all requests for consideration of possible
indications. Thus, while we will acknowledge that an external request has been received,
we do not engage in a dialogue or debate with the third party submitting the literature or
evidence.

Furthermore, in our experience the majority of these third party requests for consideration
of indications have been previously identified by Thomson Micromedex’ editorial staff.
Nonetheless, regardless of how the indication is identified, it will be addressed through
the same editorial workflow described above. Foremost the literature drives the
indications that are reviewed. And, consistent with our policies, Thomson Micromedex
prioritizes our review of these indications based on clinicians’ needs for information,
considering factors such as patient safety, break-through therapies, and available
alternative treatment options.

D. Evidence-Based Medicine and Indication Ratings

Evidence-based medicine is the foundation for the recommendations that appear in
DrugDex and DrugPoints. The need for an evidence-based approach to medical practice
is widely accepted. Using an evidence-based rating system brings additional rigor to the
assessment of indications, and allows clinicians to make better informed treatment
decisions. Many schemas have been devised for the classification of the key elements of
evidence-based medicine (e.g., strength of evidence, strength of recommendations, etc.).
Thomson Micromedex’ classification is patterned after the widely accepted American
College of Cardiology/American Heart Association and U.S. Preventive Services Task
Force (USPSTF) guidelines.* In both systems, well-designed clinical studies are given
greater weight and poorly designed studies and case reports are assigned lesser weight.
Evidence-based medicine does not negate the role of consensus, or expert opinion, in the

? The policy also applies to parties seeking to change or de-list an off-label indication. For example, the
policy requires a drug manufacturer that submits information to certify, among the other items listed in the
policy, the inclusion of all findings relevant to that drug.

¥ U.S. Preventive Services Task Force Ratings: Strength of Recommendations and Quality of Evidence.
Guide to Clinical Preventive Services, Third Edition: Periodic Updates, 2000-2003. Agency for Healthcare
Research and Quality, Rockville, MD. htip://www.ahrg.gov/elini¢/3rduspsti/ratings.htm (accessed on
04/04/2007).
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evaluation of evidence. Consensus is assigned to the lowest tier of evidence’ and is
superseded by data derived from rigorous, randomized controlled clinical trials.

Thomson Micromedex uses three distinct evidence based rating parameters that are
applied to both FDA-labeled and off-label indications: Efficacy, Strength of
Recommendation, and Strength of Evidence. All indications are assigned one rating for
each of the three rating types. The assigned ratings appear in Drugdex and DrugPoints.°

Efficacy ratings are used relative to the general standard of care for the appropriate drug
indication or treatment recommendation and are defined as follows:

Efficacy Rating Definition

Rating Type

Class I - Evidence — and/or expert opinion — suggests that a given drug treatment for a
Effective specific indication is effective.

Class Ila - Evidence — and/or expert opinion — is conflicting as to whether a given drug
Evidence treatment for a specific indication is effective, but the weight of evidence —
Favors and/or expert opinion — favors efficacy.

Efficacy

Class 11b — Evidence - and/or expert opinion - is conflicting as to whether a given drug
Evidence Is treatment for a specific indication is effective, but the weight of evidence —
Inconclusive | and/or expert opinion — argues against efficacy.

Class Il - Evidence - and/or expert opinion — suggests that the given drug treatment for a
Ineffective specific indication is not effective.

Strength of Recommendation ratings for tests and treatment interventions are defined as
follows:

Strength of Rating Definition

Recommendation

Rating Type

Class I - The given test or treatment has been proven to be useful, and should be
Recommended performed or administered.

Class Ila - The given test or treatment is generally considered to be useful, and is
Recommended, indicated in most cases.

In Most Cases

Class I1b - The given test or treatment may be useful, and is indicated in some, but not
Recommended, most, cases.

In Some Cases

Class II1 - Not The given test or treatment is not useful and should be avoided.
Recommended

7 Methodology Manual for ACC/AHA, Guideline Writing Committees. Methodologies and Policies from
the ACC/AHA Task Force on Practice Guidelines, April 2006.
hitp://www.americanheart.org/downloadable/heart/1 148391822076Methodology Manual for ACC AHA.
pdf (accessed on 04/04/2007).

® Historically, USP DI contained limited information on indications and assigned only one of the following
acceptance ratings: Accepted, Acceptance Not Established, and Unaccepted. During the transition to
DrugPoints, Thomson Micromedex invested significant resources to revised and improve the simplistic
USP DI rating system to a more granular, state of the art rating system.

6




Strength of Evidence ratings represents the evidence upon which recommendations or
evaluations of efficacy are based on and are defined as follows:

Strength of Rating Definition
Evidence

Rating Type
Category A Category A evidence is based on data derived from:

e  Meta-analyses of randomized controlled trials with homogeneity with
regard to the directions and degrees of results between individual

studies
e  Multiple, well done randomized clinical trials involving large numbers
of patients
Category B Category B evidence is based on data derived from:

e  Meta-analyses of randomized controlled trials with conflicting
conclusions with regard to the directions and degrees of results between
individual studies

e Randomized controlled trials that involved small numbers of patients or
had significant methodological flaws (e.g., bias, drop-out rate, flawed
analysis, etc.).

e  Nonrandomized studies (e.g., cohort studies, case-control studies,
observational studies).

Category C Category C evidence is based on data derived from:

e  Expert opinion or consensus
e Case reports or case series

Thomson Micromedex’ evidence-based rating system provides an appropriately granular
view of off-label indications and is designed to assist clinicians in making informed,
evidence-based decisions about the proper care and treatment of their patients.

The actual indications included in the two Thomson Micromedex products vary.
DrugDex, as the comprehensive in-depth product, includes all indications regardless of
the assigned ratings. The concise DrugPoints product includes only those indications that
meet the following rating criteria’:

l. All FDA-approved indications regardless of rating

2. Indications with a Strength of Recommendation rating of Recommended
(Class I)

3. Indications meeting the following criteria and containing these ratings:

(1) Efficacy rating of Effective or Evidence Favors Efficacy and
Strength of Recommendation rating of Recommended in Most
(Class IIa)

7 There are a few cases where there is not yet sufficient supporting evidence for an indication to meet the
criteria for inclusion in DrugPoints, but the use of a drug in practice warrants including the indication and
providing dosing information. This occurs rarely and is identifiable by low Efficacy and Strength of

Evidence ratings.




(ii) Efficacy rating of Effective or Evidence Favor Efficacy and
Strength of Recommendation rating of Recommended in Some
(Class IIb) if Strength of Evidence is A or B.

Our clinicians use DrugDex when they need to delve deeper into the indications and
supporting evidence.

IL DrugPoints is the ""successor' to USP DI

CMS indicates in its discussion of the proposed rule that CMS interprets Section
6001(f)(1) of the Deficit Reduction Act of 2005 (adding the phrase "or its successor
publications" after the aforementioned statutory citations to USP DI) as explicitly
authorizing the Secretary to continue to recognize the compendia currently known as
USP DI after its name change if the Secretary determines that it is in fact a "successor”
publication rather than a "substitute" publication.

Effective July 2007, Thomson Micromedex is no longer publishing a professional
product under the USP DI name and, thus, USP DI is no longer being updated. Thomson
Micromedex is publishing its successor product to USP DI, "DrugPoints,"” and regularly
updating this product pursuant to the processes described above. Thomson Micromedex
believes that the facts and circumstances make clear that, effective July 2007 DrugPoints
is now the successor compendia to USP DI. Thus, the Secretary of HHS should
expeditiously issue a determination to this effect and CMS should provide appropriate
instruction to its contractors, carriers, States, territories and other relevant stakeholders
regarding this determination. We note that this action does not require CMS to utilize the
statutory updating process nor to await any updating process that may be created pursuant
to this proposed rule, but can and should be done by executive action (e.g. carrier
instruction and "Dear State Medicaid Director” letter). Thomson Micromedex is aware
that at least one Medicare Part B carrier is currently indicating that it has not received
direction to recognize DrugPoints for this purpose and is therefore not doing so. As time
goes on, the legacy USP DI product will fall behind the current state of evidence-based
medicine with regard to determining medically accepted off-label indications and
expeditious action to recognize DrugPoints as the successor to USP DI is therefore
warranted and respectfully requested.

CMS does not expand on its view of the difference between the terms “successor” and
“substitute” or how that difference is meaningful to the current discussion. Based on a
review of the definitions of these terms, Thomson Micromedex understands the
distinction as follows: a "successor” is literally that which follows; comes next in time, or
replaces 8another in position whereas a "substitute” is a thing that takes the place of
another.

There is ample evidence to support a determination that DrugPoints is the successor
publication to USP DI and not a substitute. It is important to recognize that, although

¥ Merrian-Webster http://www.merriam-webster.com/; Oxford Concise http://www.askoxford.com/;
Cambridge Advanced Learner http://www.onelook.com/; American Heritage http://www .bartleby.com
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Thomson Micromedex has published a product under the name "DrugPoints" for several
years, it is not simply replacing USP DI with the prior DrugPoints product. Rather,
comprehensive changes have been made to DrugPoints as a consequence of its new role
as the successor to USP DI

Thomson Micromedex enhanced the DrugPoints product as of July 2007, specifically to
ensure that it would succeed the USP DI product in all essential components, such as the
inclusion of indication ratings, references, clinical teaching, toxicology information and
common synonyms. The name change is the final step in a long, involved process of
transitioning USP DI to DrugPoints. This transition occurred over a two year period and
is described below.

In September 1998 Thomson Micromedex purchased the USP DI content and licensed
the rights to the “USP DI” trademark from the United States Pharmacopeial Convention,
Inc. (USP). For the next 4.5 years, Thomson Micromedex was responsible for the
development of the evidence-based content and initial evidence rating review, while USP
provided Thomson Micromedex with access to USP’s expert committees to review
Thomson Micromedex’ assigned evidence ratings. In May 2004, complete editorial
review responsibility transitioned to Thomson Micromedex and USP expert committees
were no longer involved in evidence rating reviews. At that time USP and Thomson
Micromedex agreed that the license to the USP DI trademark would cease in 2007 and
thereafter neither party would use the mark “USP DI.”

Thomson Micromedex continued to develop evidence-based content, as before, following
a defined editorial process that, as discussed above, utilizes outside experts. In addition,
Thomson Micromedex created the Oncology Advisory Board. Like the USP committee
members, these experts are well known in their fields and associated with major
organizations and healthcare facilities throughout the nation. Consistent with the USP
approach to expert review, Thomson Micromedex has found the Oncology Advisory
Board members extremely helpful in contributing the combination of practical experience
and clinical research to the review process.

The final step in the transition occurred in early 2007 when Thomson Micromedex began
notifying USP DI customers of the pending succession of DrugPoints and the name
change from USP DI to DrugPoints pursuant to its contractual obligation to cease using
the name USP DI. In July of this year, Thomson Micromedex ceased publication and
updating of USP DL

We would also note that Thomson Micromedex has been briefing CMS and Congress on
this transition and the impending name change since at least 2005. Thomson
Micromedex actively advocated before Congress to secure inclusion of Section
6001(f)(1) of the DRA and it was understood by lawmakers and staff involved in this
amendment that the purpose was to recognize the Thomson Micromedex product that
would succeed to USP DI. CMS was also informed of this legislative advocacy and the
intent at the time it was underway.’

? At the time that the DRA was being legisiated by Congress, no determination had yet been made as to
what the successor product to USP DI would be named. Therefore it was not possible to simply insert the
name of the successor product which is why the legislation reads as it does.
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III. Comments Regarding the Technological Assessment (TA)

In its discussion, the proposed rule recounts some past activities leading up to the
issuance of the proposed rule. The discussion indicates that CMS, acting through the
agency for Health Research and Quality (AHRQ), commissioned a technology
assessment (TA) on the currently Part B listed compendia as well as several other
compendia. AHRQ contracted the TA to two of its Evidence-Based Practice Centers
(EPCs) (New England Medical Center and Duke). The proposed rule indicates that the
TA "found little agreement between the EPC's independent identification of evidence on
14 examples off-label indications and evidence cited in the drug compendia." We do not
believe that this characterization of the TA is accurate with respect to Thomson
Micromedex' DrugDex product for two reasons: (1) the New England Medical Center
(NEMC) committed a major analytical error in that it did not, in fact, review DrugDex
but instead mistakenly reviewed a different Thomson Micromedex product'®; and (2)
DrugDex actually fared quite well in the TA evaluation notwithstanding the NEMC's
error and, when adjusted for this error, performed even better.

On the eve of the March 30, 2006, MedCAC hearing, CMS posted the Draft Technical
Assessment (Draft Report) conducted by Duke and NEMC EPCs on its website. In
reviewing the Draft, Thomson Micromedex found numerous errors in the report’s
findings regarding the DrugDex and USP DI products. We were therefore concerned by
the need to correct the record regarding our provision of the highest quality, unbiased
information. It was unfortunate that the MedCAC was presented with, and took action
based on, a flawed TA. To the limited extent Thomson Micromedex was able to do so,
we attempted to correct the record in our presentation to the MedCAC. Thomson
Micromedex also took steps to correct the errors after the hearing and several of the
issues we raised were corrected in the final report (Final Report). Unfortunately some of
the issues were not corrected or addressed, and those exceptions include the following:

e Issue: Indication specific toxicity reporting. In the 2007 Final Report, there is a
discrepancy in the reporting of the indication specific toxicity for DrugDex
between what is presented in the tables and what is presented in the discussion
section of the report. Four of the 14 tables that summarized the compendia
listings for each indication reported that DrugDex listed indication specific
toxicities. In contrast, the discussion section stated that DrugDex listed indication
specific toxicities for all 14 indications. DrugDex does in fact include all 14
indications.

' DrugDex is Thomson Micromedex” drug information product that is a statutorily-referenced compendia
for determining off-label uses under Medicaid and Medicare Part D. The NEMC researchers contracted by
AHRQ inadvertently analyzed a different then-existing Thomson Healthcare product called "DrugPoints"
that, by design, provided less comprehensive information. As a result, their report indicated that DrugDex
did not contain information on certain indications when in fact DrugDex did contain such information. It
should also be noted that the "DrugPoints" product that NEMC reviewed at that time no longer exists in
that form, although the name "DrugPoints" has been retained and is now being used as the name of the
successor compendia to USP DI. The use of the same name for an essentially different product could be an
obvious source of confusion, and it is important therefore to clarify that the product currently known as
DrugPoints is an enhancement and evolution of USP DI and not the same as the discontinued product
previously marketed under this name.
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IV.

Issue: Reason for discrepancy in references cited. There are two reasons for the
discrepancy in the literature cited in the 2007 Final Report and that cited in
DrugDex. First is the specificity of the indication. Most of the indications listed
in DrugDex were more specific than those listed in the 2007 Final Report. For
example, with oxaliplatin, the 2007 Final Report listed lung cancer as the
indication whereas DrugDex listed non-small cell lung cancer. Different
literature would be cited for the specific indication of non-small cell lung cancer
than the general indication of lung cancer. The second reason for the discrepancy
is the methodological quality of the studies selected. Unlike the 2007 Final
Report, DrugDex cites only studies of the best methodological quality rather than
all that were identified through a literature search.

Issue: Methods for grading and analyzing quality of studies. The 2007 Final
Report did not place any importance on the methodological quality of the studies
selected. In contrast, Thomson Micromedex views the evaluation of the
methodological quality as critical to the evidence-based review process, utilizing
an evaluation scheme similar to that of the American Heart Association and the
U.S. Preventative Services Task Force. Of all literature identified for an
indication, Thomson Micromedex selects those of highest methodological quality
whereas the 2007 Final Report selected all studies regardless of methodological
quality.

Comments on MedCAC Identified Desirable Characteristics

The proposed rule reviews the March 30, 2006 public session of the Medicare Coverage
Advisory Committee and the desirable characteristics identified by the MedCAC for
compendia. Thomson Micromedex offers the following comments on whether these
characteristics should govern future review of compendia under the process set forth in
the proposed rule.

Extensive breadth of listings. Thomson Micromedex agrees that this is an
important characteristic.

Quick throughput from application for inclusion to listing. = Thomson
Micromedex agrees that expeditious review of medical evidence and prompt
updating of listings is a highly desirable characteristic. We caution that this
desired characteristic should be balanced with the need to accommodate rigorous
and judicious review of the evidence and validation by trained and experienced
editorial professionals and external experts. Thomson Micromedex further notes
that the use of term "application” in the characteristic is problematic because it
assumes that the various compendia — both those presently listed under Part B and
those not presently listed — follow a process whereby outside parties "apply" for
listing. As discussed above, Thomson Micromedex has an off-label request
policy for handling information submitted by outside parties but does not operate
as an alternative mechanism to the FDA-approval process.

[




Detailed description of the evidence reviewed for every individual listing.
Thomson Micromedex agrees that this is an important characteristic. In addition,
Thomson Micromedex acknowledges that to facilitate ease of use by practitioners,
it is also valuable to provide summary information at the point of care. This
summary information should be linked or supported by some means to more in
depth information. Historically, USP DI was a summary database that provided
short but concise assessments. Similarly, DrugPoints is a summary database, but
in recognizing the needs of practitioners DrugPoints is linked to the robust and
comprehensive DrugDex product. This linking allows the users to drill down into
the detailed evidence and references for every individual listing.

Use of pre-specified published criteria for weighing evidence. Published criteria
is an important characteristic of compendia. Thomson Micromedex’ rating
system sets forth the criteria it uses to weigh the evidence and has fashioned its
evidence based system of efficacy, strength of recommendation, and strength of
evidence ratings on well known and accepted methodologies.

Use of prescribed published process for making recommendations. Thomson
Micromedex agrees that this is an important characteristic. Our published
editorial process complies with this characteristic.

Publicly transparent process for evaluating therapies. Thomson Micromedex’
process of evaluating therapies involves a continuous review of the medical
literature. We believe our current practice as described in Thomson Micromedex’
published policy complies with this characteristicc. Thomson Micromedex
cautions, however, that this characteristic and the two above (Use of prescribed
published process for making recommendations and use of pre-specified
published criteria for weighing evidence) should not be interpreted or extended to
require disclosure of the compendia owner’s internal, confidential and proprietary
editorial processes.

Explicit "Not Recommended" listing when validated evidence is appropriate.
Thomson Micromedex agrees that this is an important characteristic. The
statutory language that governs the determination of whether an off-label use is
medically indicated requires that a use be "supported” by one or more citations in
compendia. It is therefore important that compendia through their rating system
disclose when a referenced possible use is not recommended lest an argument be
made that the mere inclusion of the possible use in a compendia requires its
coverage. Additionally, there must be validated evidence available before any
rating will be made — recommended or not recommended. The Thomson
Micromedex editorial workflow is literature driven. If there is not sufficient
literature available to justify a review of an indication, then the indication receives
a lower priority and will be constantly reviewed for prioritization as more
literature becomes available. As discussed above, only indications which meet
the rating criteria are included in DrugPoints.

Explicit listing and recommendations regarding therapies, including sequential
use or combination in relation to other therapies. We agree that this is an
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important characteristic. Inclusion of sequential or combination therapies is
included in DrugDex and DrugPoints and supported by validated research
published in the primary literature.

Explicit "equivocal” listing when validated evidence is equivocal. Thomson
Micromedex agrees that an explicit “equivocal” listing is appropriate and our
rating system is designed to provide information needed to assist clinicians and
payers in assessing equivocal evidence on a particular use. As described
previously, DrugDex and DrugPoints utilize a Strength of Recommendation
category of "recommended in some cases" (tests or treatments that may be useful,
and are indicated in some but not most cases) and an Efficacy rating of "evidence
is inconclusive" (evidence/expert opinion is conflicting but the weight of evidence
argues against efficacy) as well as a Strength of Evidence rating that indicates the
type of evidence to support the ratings. Evidence ratings used in DrugDex and
DrugPoints include a middle tier rating that includes meta-analyses of randomized
controlled trials with conflicting conclusions with regard to the directions and
degrees of results between individual studies. By analyzing very granular
information to make recommendations regarding Efficacy, Strength of
Recommendation, and Strength of Evidence, clinicians and payers can assess the
information provided to make reasonable determinations regarding appropriate
treatment.

Process for public identification and notification of potential conflicts of interest
of the compendia's parent and sibling organizations, reviewers, and committee
members, with an established procedure to recognize conflicts. As mentioned
above, Thomson Micromedex has a carefully developed conflicts policy which
we would understand to entirely comply with this desired characteristic.
Thomson Micromedex takes its role very seriously and has taken many steps to
keep our editorial content development process separate from the influence of
outside interests. Like other companies (for profit and not for profit) Thomson
Micromedex utilizes conflict of interest policies to ensure that no inappropriate
influence touches the editorial integrity of our products. The editorial team
responsible for off-label content is operationally independent from editorial
departments at other Thomson Healthcare businesses.

Comments Regarding the Proposed Process for Updating Compendia

Listings

Regarding the proposed process for updating compendia listings that is central to this
proposal, Thomson Micromedex offers the following recommended changes:

CMS needs to provide appropriate instruction regarding the status of DrugPoints
as the successor publication to USP DI effective July, 2007. CMS should take
immediate steps to inform Medicaid program directors, Part B carriers, Part D
plans, providers and other stakeholders regarding this determination.

13



e Do not make the process an annual process. An annual process for review of the
compendia listing is inappropriate and a longer time interval should be adopted
(perhaps every three years). We are concerned that it would pose an unreasonable
burden in terms of time and expense to participate in such a federal regulatory
process on an annual basis. There is not enough change in this field to warrant an
annual process.

e Eliminate or modify the Characteristics of Compendia used in the evaluation
process as discussed above.

e Establish threshold substantive criteria for de-listing of compendia. Thomson
Micromedex suggests that the Secretary of HHS establish in any final regulation a
minimum standard of evidence that must be met in order to warrant the removal
of presently listed compendia. Specifically, we believe that, in order to de-list
recognized compendia, a petitioner or CMS itself should be required to provide
substantial evidence demonstrating that there has been a "material change" in
currently listed compendia that justifies its removal and to state with specificity
the nature of that material change and supporting justification.

VI. Conclusion

The USP DI compendia has been succeeded by DrugPoints, effective July 2007.
DrugPoints uses the same evidence-based approach as DrugDex, which has been in use
by practitioners as well as included in federal Medicaid and Medicare statutes for a
number of years. Thomson Micromedex’ evidence-based rating system brings rigor to
the assessment of drug indications, and enhances the clinician’s ability to make treatment
decisions. We have a dedicated editorial team of over 100 professionals, and have
invested significant time and resources to refine our content creation processes to be
efficient, consistent, and quality-focused.

Thomson Micromedex is committed to providing unbiased, evidence-based information.
We appreciate this opportunity to comment on the proposed rules and stand ready to
assist the Secretary of HHS and CMS as they evaluate all the comments and issue the
final rule.

Sincerely,

A

Dr. Alan Ying
Chief Medical Officer
Thomson Healthcare Inc.
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Editofial Workflow

Over 100 full-time editorial staff members, including physicians, clinical pharmacists, nurses, and other
allied heaith professionals as well as medical librarians, are involved in the multi-step process to create
and review the content in Thomson Micromedex products.

Under the direction of the Chief Medical Officer, our editorial staff is also trained in the identification
of relevant literature and accepted literature evaluation technigues that assess methodological rigor,
appropriateness of statistical analyses, as well as clinical relevance. These literature evaluation skills, in
conjunction with clinical judgment, are employed throughout the content creation and review process
presented below.

All Thomson Micromedex content in proprietary products is developed ir accordance with documented
Thomson Micromedex editorial policies and procedures. Our content facilitates the practice of evidence-
based medicine whereby the clinician can identify best practices and chcose the most appropriate
treatment plan for a specific patient.

The senior Thomson Micromedex editorial staff considers many factors when selecting subjects for
our databases. Topics chosen for further research are based on ongoing review of the world’s medical
journals, clinical judgment and recommendations, regulatory standards and compliance, national
healthcare trends, FDA approvals, editorial board suggestions, external requests, and policy changes in
health and disease management from professional health organizations. '

The foundation of our ongoing literature surveillance is an automated literature query designed and
monitored by an interral medical library staff and senior Thomson Micromedex editorial staff. This
literature evaiuation process comprises three levels: surveillance, titie and abstract analysis, and full-text
analysis. This three-step approach supports objective and systematic selection of the most important
evidenced-based research.

Selected literature is prioritized and launched into the editorial workfiow for content creation.

Primary literature identified in Step 1 is forwarded to a clinical writer to further assess the
appropriateness of inclusion in our databases. This additional assessment is based on accepted literature
evaluation tecnniques and includes an analysis of methodological rigor, application of statistics, and
clinical relevance.

If deemed appropriate for inclusion, the information is summarized in our proprietary, state-of-the-art
Content Management System. Clinical writers adhere to internal style guides, policies, and procedures

to create accurate, consistent content.

Once written, new content is forwarded for internal review.
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An internal senior clinical staff member reviews new content. The review assesses clinical accuracy and

relevance as well as adherence to internal style guides, policies, and procedures.

Content creation and review is an iterative process by which the reviewer provides feedback to the
writer. Content may cyc'e through the creation and review process several times before moving to the
next step. This promotes continuous learning and serves to ensure our content is of the highest quality.

The Chief Medical Officer is ultimately responsible for the content output by the Thomson Micromedex
editorial team. The senior clinical staff and internal experts regulariy meet with the Chief Medical Officer
to validate content decisions and to ensure inter-rater reliability within the group.

Certain tepics may undergo additional review by a Thomson Micromedex Editorial Board.

An internal senior clinical staff member performs a final review of the content, taking into account
any feedback received from the Editorial Board. Content is promoted to oroduction and is available for
release in Thomson Micromedex products.

The Thomson Micromedex editor:ai staff is dedicated to the integrity of our information.
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Off-Label Indications

'

Thomson Micromedex products contain FDA-approved or “labeled” indications as well as unapproved or
“off-label” indications for drug therapy. Discovery and adoption of new uses for marketed drugs often
precedes FDA approval of such uses. Furthermore, some manufacturers fail to seek FDA approval of

rare indications, as the FDA application process may be cost prohibitive. Nonetheiess, this information

i1s Critical to dinicians in day-to-day practice. Micromedex understands the importance of including
information on off-label indications in its products.

To continue the long-standing reputatior of Micromedex as a leading provider of unbiased information
and to support best practices in drug therapy, Micromedex adheres to its policy for indlusion of off-label
indications in its databases and products.

At Micromedex there are two mechanisms for identifying cft-labei indications. First and foremost, off-
label indications are identified through routine monitoring of the primary literature and other accepted
sources of medical information such as the FDA, NIH, and CDC. Second, off-label indications may be
identified through the consideration of external requests or suggestions for inclusion in Micromedex
databases and products. The following are considered in prioritization of indication review:

Patient safety

Break-through therapies

Regardless of how the off-ilabel indication is identified, members of the Micromedex editorial staff

- in conjunction with the medical librarian — conduct a thorough search of the primary literature and
other accepted sources of information to identify additional relevant, published information, including
negative or inconclusive findings. This ensures all pertinent articles are considered in the analysis.

Once identified, the evidence is reviewed and evaluated for statistical and methodological validity. If
the documentation is deemed sufficient to warrant inclusion, the off-label indication is added to the
Micromedex database. In addition to thorough analysis of supporting documentation and internal
clinical review, off-label indications meeting the following criteria are reviewed by an interna! panel
comprising the chief medical officer and members of the senior clinical staff:

Rare diseases

New indications with a Strength of Recommendation rating of “Recommended”

or “Recommended in Most Cases,” or an Acceptance rating of “Accepted”

Existing indications for which the associated ratings significantly change
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Qccasionally, the internal panel determines documentation to be controversial or indeterminate. In these

cases, the indications are sent to an external tditorial Board maintained by Micromedex. This board is
made up of external experts with expertise in a variety of specialties.

Additionally, a separate board, the Oncology Advisory Board — made up of oncology experts, reviews
new off-label indications related to oncology as well as revisions that result in a significant change in the
associated ratings.

The board members must be practicing physicians with board certification in applicable specialty areas
or practicing pharmacists with board certification and/or advanced t-aining in applicable specialty areas.
in addition, board members must have at least five years of clinical experience in the applicable speciaity
area and possess current knowledge of standard practices of care and established clinical guidelines
related to drug therapy. All board members must comply with the Thomson Micromedex Conflict of
Interest Policy.
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Conflict of Interest Policy

This document sets forth policies and procedures to help ensure individuals involved in literature
evaluation and content development for Micromedex databases and products are free from financial
conflicts of interest. Micromedex is committed to providing unbiased evidence-based information on
drug uses in accordance with the available medical and scientific literature. The policies and procedures
outlined herein identify and resoive potantial conflicts of interest for Micromedex external advisors
involved in the content development process.

Micromedex draws on the expertise of a range of individuals from within and outside the company to
evaluate the available evidence on a drug. it is essential that these individuals be impartial and unbiased.

Particularly for outside advisors, the individuals may have affiliations with the drug sponsor or a
competing drug spansor, or may have a direct commercial interest in the drug. For example, a leading
researcher in a particular field may act as a clinical wrial investigator or as a consultant for the sponsor of
a drug covered by a Micromedex database, or may have intellectual property and royalty rights in the
drug. Where such financial relationships exist, there is the potential for a conflict of interest.

The drug information contained in Micromedex products may be used by physicians to facilitate
prescribing determinations, or by third-party payers or government healthcare programs to facilitate
coverage or reimbursement determinations. The content that Micromedex deveiops thus has a potential
commercial impact on drug sponsors and consequently on individuals with financial ties to the sponsors.

Not all financial relationships are disqualifying. Financia! relationships vary in type and size, and an overly
broad conflict of interest policy would ;nappropriateiy preclude individuals with critical expertise from
contributing to content development. This document thus sets forth a process to identify and categorize
relevant financal relationships. Specific criteria are then applied for each category to determine whether
disqualification or disciosure is necessary.

For the remainder of this policy, a drug sponsor will be referred to as a pharmaceutical company,
meaning a company that sells and markets a pharmaceutical product.

Collecting Information on Financial Relationships

Before utilizing any external advisor, Micromedex wili collect information on the individual’s
financial relationships with pharmaceutical companies. Information will be collected on the Financial
Disclosure Form.




The Micromedex Editorial Department (“Editorial Department”) will be responsible for ensuring
that the forms are completed and maintained by Micromedex. Forms will be completed upon

the beginning of an advisor’s term on an advisory panel and annually thereafter. in addition, the
Editorial Department will request the advisor to update any financial disclosure information prior to
the advisor’s work on any new assignment such as review of a particular monograph.

)f an advisor or potential advisor refuses to provide information about his or her financial and other
relevant interests, the person shall be disqualified from participation in content development for
Micromedex.

General Rules for Identifying and Resolving Conflicts of interest

\When a new content development activity begins such as review of a particular indication, the
Editorial Department wili review the financial relationship information from the potential external
advisors to be used and identify any financial relationships. If possible, the Editorial Department will
select advisors 10 assist with the content development without any pertinent financial relationships.
Where that is not possible because of the availabie pool of qualified individuals, the rules in the
following section for different types of financial relationships will be applied.

Rules for Specific Financial Relationships

The following interests in pharmaceutical compariies are considered to create a potential conflict

of interest. In each case, the policy describes the scope of the interest and how it should be

addressed. The policy is intended to cover the comoined financial interests of the advisor and

the advisor's spouse.

Employment or Leadership Positions

An individual who currently or within the past six montbs (a) is or was an employee, or
(p) holds or held a position as a director of, or a partner in, any pharmaceutical company
shall be exciuded from participation.

Where the individual’s spouse is an officer or director of, or a partner in, any
pharmaceutical company, the individual shall be excluded from participation.

Equity or Stock Ownership

This section applies only to stock or equity ownership in a pharmaceutical company where the
individual or the individual‘s spouse has direct control over the disposition of that ownership
interest. It does not include an interest in stock held via a diversified fund, such as a mutual
tund, which is under the control of another.

Where the combined value of the stock or equity ownership in any single pharmaceutical
comoany held by the individual and/or the individual's spouse totals $25,000 or less, the
individual shall be allowed to participate.

Where the combined value of the stock or equity ownership in any single pharmaceutical
company held by the individual andior the individual’s spouse is greater than $25,000
but less than $100,000, the individual shall be allowed to participate and the individual’s
interest shali be disclosed.




Where the combined value of the stock or equity ownership in any single pharmaceutical
company held by the individual and/or the individuai’s spouse is greater than $100,000,
the individual shall not be permitted to participate

Advisory/Consulting Role; Lecture/Speaking Fees and Payments of Other Sorts

This section addresses fees and payments for an individual's or their spouse’s service as an
advisor or consultant to a pharmaceutical company, and lecture fees and other honoraria from
a pharmaceutical company.

Where the individual and/or an individual’s spouse has received payments with a
combined value of less than $25,000 from any single pharmaceutical company within
the past twelve (12) months, the individual shall be allowed to participate.

Where the individual and/or an individual’s spouse has received payments with a
combined value of more than $25,000 but less than $100,000 from any single
pharmaceutical company within the past twelve (12) months, the individuai shall be
allowed to participate and the individual’s interest shall be disclosed.

Where the individual and/or an individual’s spouse has received payments with a
combined value of more than $100,000 from any single pharmaceutical company within
the past twelve (12) months, the individual shall not be permitted to participate.

Research Funding
Where an :ndividual or an individual’s spouse has received research funding as a principal
investigator ‘n the past twelve (12) months from any pharmaceutical company, the
interest shali be disclosed.

No individual may be permitted to participate in the review of their own or their
spouse’s research.

Patents or Royalties
Where an individual or an individual’s spouse holds a patent or other intellectuai
property or royalty rights in a drug that is the subject of the current content
deveiopment, or that is related to the current content development, the individual shall
not participate. The determination of whether a drug is related to the current content
developmient will be made by the Editorial Department.

Where the individual or an individual’s spouse holds a patent or other intellectual
property or royalty rights on an unrelated product and receives payments from any
pharmaceutical company based on those rights, the following rules shall apply:

- Where the individual and/or an individual's spouse has received payments with a
combined value of less than $25,000 from any single pharmaceutical company
within the past twelve (12) months the individual shall be allowed to participate.
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- Where the individual and/or an individua!’s spouse has received payments with a
combined value of more than $25,000 but less than $100,000 from any single
pharmaceutical company within the past twelve (12) months, the individual shall be
allowed to participate and the individua.'s interest shall be disclosed.

- Where the individual and/or an individual’s spouse has received payments
with a combined value of more than $100,000 from any single pharmaceutical
company within the past twelve (12) months, the individual shall not be permitted
to participate.

Wherever a financial relationship must be disclosed, the disclosure will be acknowledged. The
Micromedex Web site at www.micromedex.com will be the central location for the disciosure of all
pertinent financial relationships that need to be disclosed for the Micromedex publications. This
disclosure may identify the name of the individual, the name of the pharmaceutical company or
companies, and the general nature of the financial relationship {e.g., consultant, grant recipient,
equity ownership).

In some circumstances, it may be appropriate to deviate from the basic conflict of interest ruies set forth
above, either to grant a wawer from a financial relationship that otherwise would raquire disqualification
or disclosure, or to require disqualification or disclosure where otherwise not applicable. For example,

an otherwise disqualified advisor who possesses unique expertise in a particuiar field that is unavailable
from other sources will be a valuable contributor to content development and could be used if necessary
with an aporogpriate disclosure,

Micromedex reserves the right to limit, on any basis, any individual's participation in content
development, including for finandial relationships otherwise permissible under the terms of this policy.

All waivers and exceptions must be reviewed and approved in writing by the Editorial Department and
Legal. Changes may be made to this Conflict of Interest Policy at the discretion of Micromedex.
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Requesting Inclusion of Information
in Thomson Micromedex Databases

Thomson Micromedex is recognized worldwide as a provider of unbiased information in the areas
of drugs, disease, and toxicology. Cur content facilitates the practice of evidence-based medicine
whereby the dlinician can identify best practices and choose the most appropriate treatment plan for
a specific patient.

The proprietary, unbiased information contained in Thomson Micromedex products is based on our
ongoing editorial review of primary literature published in thousands of peer-reviewed journals as well as
FDA-approved product labeling. Inclusion of information is determined through identification of relevant
literature and through the use of validated and documented literature evaluation techniques that assess

methodological nigor, appropriateness of statistical analyses, as well as clinical relevance. Cur surveillance
of the literature is extensive and continuous.

In addition to our rigorous internal processes, we occasionally receive external requests for inclusion of
information in our databases. Thomson Micromedex adheres to a policy under which external requests
may be submitted for consideration. If there are certain articles or studies you would like to forward to
Thomscn Micromedex for consideration, we ask that you submit your request in writing.

This request must include the following:

Name of requestor
Date of submission
Affiliaticn of requestor (e.g., name of pharmaceutical company, organization, institution, etc.)
Disclosure of relevant financial relationships with a bearing on the drug or product(s) in question
Contact information including address, phone number, and email address
Identification and brief explanation of request (Please note: The explanation should clearly indicate if
request involves a patient safety issue.)
If applicable, a statement describing the proposed indication including:

- The specific disease state

~ The specific patient population

- And, whether the treatment involves mono- or combination therapy. If the treatment involves

combination therapy, address specific components of the therapy.

Evidence base for request, including all negative and/or inconclusive findings and certification
of inclusion of all such findings; a complete bibliography; and, six (6) reprints of original articles,
abstracts, poster presentations, or other documentation. All submitted journal articies, abstracts,
and conference presentations must be reprints/reproductions from the jourral and/or conference
proceeding. The preceding items that are not reprints/reproductions will be disregarded. For
unpublished findings or findings published in abstracts, proceedings, or poster presentations,
additionat details about methodology (e.g., statistical tests, power determination, and randomization
procedures), and results should be included (e.g., IRB Papers, original poster presentation submissions,
trial protocols, detailed study results, etc.).
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Evidence in the form of randomized, controlled trials published in peer-reviewed journals is preferred.
Unpublished information indicating potential breakthrough therapies wili be considered. Animal
studies will not be considered. Please note that all submitted evidence may be referenced at the
discretion of Thomson Micromedex. Furthermore, Thomson Micromedex wil! retain on file all
submitted information, published and unpublished, in accordance with internal policy and as
allowable under U S. copyright law.

We will acknowledge all external requests to include off-label information in or otherwise modify a
Thomson Micromedex database. We are unable to provide any other feedback or response to such
requests or regarding any literature/evidence submitted. All requests will be reviewed in accordance
with established Thomson Micromedex policies on content development, including the Policy on Off-
Label Indications. Furthermore, should we determine submitted information warrants inclusion in our
databases, we cannot provide the requestor with a prepublication copy of text. Finally, the inclusion or
exclusion of information in our databases as well as assignment of an efficacy rating or other relevant
ratings is at the sole discretion of Thomson Micromedex editorial staff.

Thomson Micromedex reserves the right to modity its palicy on requesting inclusion of information in its
databases, as deemed appropriate.
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August 31, 2007

Herb B. Kuhn DELIVERED BY MESSENGER
Acting Deputy Administrator

Centers for Medicare and Medicaid Services

U.S. Department of Health and Human Services

Room 445-G, Hubert H. Humphrey Building

200 Independence Avenue, S.W.

Washington, DC 20201

Attention: CMS-1385-P

RE: Medicare Program; PROPOSED Revisions to Payment Policies under the
Physician Fee Schedule for Calendar Year 2008

Dear Mr. Kuhn:

| am contacting you on behalf of the 15,000 members of the American Academy of
Dermatology Association (AADA) to share our comments on the proposed rule for
Medicare payment for physician services in 2008, as published in the Federal Register
on July 12, 2007. Given the significant, adverse impact of this particular proposal on
Medicare patients’ access to virtually all medical and surgical dermatology services and
upon the practice of dermatology in general, it is our sincere hope that CMS will take the
Academy’s concerns and recommendations to heart when issuing the final rule for
implementing the CY2008 Medicare physician fee schedule.

The Sustainable Growth Rate (SGR) and the Medicare Economic Index (ME!)

Unless Congress takes action to halt yet another projected conversion factor cut
resulting from the flawed SGR formula, physicians will face a 10% across-the-board
reduction in payments next year. The cumulative impact of several years’ worth of
projected cuts coupled with short-term legislative fixes to avert them is steadily eroding
the fiscal soundness and overall stability of the Medicare Part B program, and thereby
puts physicians in an increasingly untenable situation. The Academy therefore strongly
favors repeal of the SGR formula and replacing it with

a new payment method that would accurately reflect changes in medical practice costs,
such as a method based on the Medicare Economic Index (MEI).
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The urgency underlying our request for a more equitable and accurate payment system
cannot be overstated. If the SGR remains unchanged, then Medicare reimbursement
for physician services will decline precipitously by nearly 40% over the next eight years.
Yet during this same period medical practice costs as reflected by the ME! are projected
to climb 20%. As millions more Americans become eligible for Medicare coverage,
physicians are expected to furnish services while at the same time instituting new
quality reporting and measurement requirements and meeting a growing array of
compliance demands. The ability to do so is impacted in direct and indirect ways by the
Medicare physician fee schedule. It should be no surprise to CMS that as physician
reimbursement plummets, it is difficult for practices to comply with so many new
demands, modernize practices with emerging technologies, and to see more patients,
too.

For these reasons, we urge CMS to work with Congress and the physician community
to repeal the SGR formula and replace it with a new formula based on the MEI.
Furthermore, we urge CMS to update the MElI itself so it reflects current inputs and
assumptions and not just those in place in 1973 when the index was established.
Likewise, we urge CMS to reduce the proposed 1.5% MEI productivity adjustment
applicable to physicians to 0.65%. This latter percentage is equivalent to the
productivity adjustment proposed for all other Medicare providers next year and is also
consistent with President Bush’s recommendation on this matter. In addition, if CMS
chose to exercise authority it already has to do so, the agency could improve the
fairness of the system by retroactively removing the cost of drugs administered in
physician offices from the Part B physician payment pool, thereby restoring billions of
dollars that could be used to stabilize the program while promoting access to healthcare
services for Medicare beneficiaries.

Impact — Budget Neutrality Adjustment

In this proposal, CMS plans to reduce all physician work relative value unit (RVU)
values by -10.1% to -11.8% to achieve budget neutrality in the fee schedule. The
majority of physician specialties opposes application of the budget neutrality adjuster to
the work values, and has asked CMS to make this adjustment to the conversion factor.
In fact, from 1998 to 2006, CMS applied the adjuster to the conversion factor.
Unfortunately, CMS chose to apply the budget neutrality adjustment to work values in
2007 without providing sufficient rationale for doing so. For 2008, the Academy
respectfully urges CMS to return to the well-established practice of applying any budget
neutrality adjustment to the conversion factor, as supported by organized medicine.
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Multiple Procedure Payment Reduction for Mohs Surgery

The proposed rule explicitly withdraws the Multiple Procedure Reduction Rule (MPRR)
exemption for Mohs surgical procedures. This exernption for the Mohs Micrographic
surgery codes was established in the 1992 Medicare Physician Fee Schedule and
maintained by CMS within all subsequent fee schedules since 1992 (see Federal
Register, Vol. 56, No. 227, Nov 25, 1991, page 59602). We believe that this CMS
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. We also believe that the proposal fails to articulate adequate justification for
this action.

First, CMS states that “the CPT Editorial Panel removed the Mohs procedure from the
-51 modifier list”. This appears to be both irrelevant to the issue at hand and factually
incorrect. That the removal of these codes from the exempt list is presented in a notice
of proposed rulemaking (NPRM) is merely evidence that CMS recognizes that payment
policy formulation responsibility lies within the agency and not CPT. Furthermore, we
do not believe that the CPT Editorial Panel explicitly took this action as stated.

Second, the proposal focuses on the AMA/Specialty Society Relative Value Update
Committee (RUC) by correctly noting that (1) the RUC valued each Mohs code
carefully; (2) the RUC assumed each code is a separate procedure; and (3) the RUC
did not consider efficiencies when the procedures are performed on the same day.
However, the proposal then inexplicably relies on these very same statements to justify
changing the existing and longstanding CMS policy. While these three factors are
correct they do not justify the conclusion that the Mohs codes should suddenly now be
subject to the Multiple Procedure Reduction Rule. For example, it is no surprise that the
RUC dismissed the efficiencies issue since CMS has long recognized that there are no
efficiencies inherent in these procedures when performed together. Therefore factors
cited as the reason for removal from the exempt list are, in reality, the very same factors
that CMS has previously considered and recognized to justify exemption. Simply stating
the factors does not provide any insight into the reasoning why such a drastic change is
being contemplated at this time. The proposal does not provide any explanation for this
proposed change and certainly does not justify the reversal of a previously well
considered and long standing CMS payment policy. CMS should therefore defer from
making this change, and any proposal for change in the future should be based on a
sound rationale and factual data.

CMS agreed at the time the Mohs procedures were introduced that these “are a series
of surgeries which, while done on the same day, are done at different operative
sessions and are clearly separate procedures in a series of procedures.... They will be
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paid separately with no multiple surgery reductions.” This conclusion is still correct and
applicable today.

We are also very fearful that this proposal will negatively impact Medicare beneficiaries’
access to timely and quality care. Furthermore, application of the Multiple Procedure
Reduction Rule is unlikely to generate significant cost savings and may paradoxically
increase the cost of providing care to these patients, precisely for the reasons that CMS
originally cited for granting the current exemption.

The fact that in this rule CMS appears to grant RUC policymaking authority is an
interesting issue that must be addressed. First, let the Academy state here that we
strongly support the RUC process and recognize the value it brings to the annual task of
developing the Medicare physician fee schedule. As initially charged, the RUC has
done an exceptional job over the years in expressing opinions regarding relative values
for procedures. In doing this, the RUC defied the predictions of critics who claimed that
reaching consensus and agreement would not be possible among the various
stakeholders.

The RUC and CMS have also prevailed against the legal challenge that the RUC
amounted to a Federal Advisory Committee. In defending against that particular
allegation it was persuasive to the court that the RUC only provides opinions on relative
values and that CMS retains the authority to make policy decisions. The RUC, it was
noted, is independent and is only one source of CMS input on relative values. By
contrast, all policy decisions affecting the Medicare physician fee schedule have
undergone full development by CMS in the public notice and comment process. It does
not appear that such an open and fair process has been followed with respect to the
MPRR policy and Mohs surgery, as proposed in the NPRM by CMS. To have the RUC
thus engaged in these policy formulations-- in a forum which is not open or accessible
to the public, as is implied by this propsal--is unfair to the affected Medicare
beneficiaries and threatens the RUC process. We disagree with using the RUC for this
purpose. However, if CMS believes the RUC role should be expanded to the policy
making sphere, it should be done in a direct manner by explicitly giving the RUC a
public and well-articulated charge to take on this task.

In light of the concerns raised above, the Academy respectfully requests
reconsideration of the proposed rule. We provide the above rationale in support of the
Mohs procedure base codes, CPT 17311 and CPT 17313, as appropriately exempt
from the Multiple Procedure Reduction Rule as are the other add-on Mohs codes. We
therefore request continuation of the exemption from the MPRR.
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TRHCA — Section 101(b) Physician Quality Reporting Initiative (PQRI)

We realize that the Tax Relief and Health Care Act of 2006 (TRHCA) places CMS in the
awkward position of expanding the PQRI through the fee schedule rulemaking process
although the PQRI pilot project is not yet completed, and the agency is therefore
deprived of data on which to base any program expansions. This timeframe leaves no
opportunity to evaluate the 2007 PQRI before moving forward with the 2008 PQRI.
Because of this situation, we urge CMS to incorporate the provisions of the Voluntary
Medicare Quality Reporting Act (S. 1591/H.R. 2749) into the rule for implementing the
fee schedule rule next year. This legislation, which can be read by clicking on
http://thomas.loc.gov, directs CMS to report the results of the PQRI 2007 to Congress
before proceeding with an expansion of the program, to focus the development of
measures only on identified gaps in care, and to ensure that any Medicare physicians’
quality program is voluntary, among other things..

The Academy also believes that the proposal’s requirement that measures for the 2008
PQRI program be developed through the use of a consensus-based process should be
clarified to recognize the AMA Physician Consortium for Performance Improvement
(PCPI) as the entity for the development of physician-level quality measures.

TRHCA — Section 101(d) Physician Assistance and Quality Initiative (PAQI)

The Academy very strongly supports using the $1.35 billion in the PAQI fund for
reducing the impact of the 10% Medicare physician payment cut in 2008. The

proposal to use these funds to reward quality reporting activities as part of the 2007
PQRI pilot project is inconsistent with congressional intent, as expressed in the Tax
Relief and Health Care Act of 2006. We disagree that there are any legal or operational
obstacles to applying the PAQI funds to offsetting the update cut. Furthermore, using
these funds to offset the draconian 10% cut will provide tangible relieve for all Medicare
physicians whereas only those physicians reporting to the PQRI would realized any
benefit under the CMS proposal. Fairness and the looming cut demand that the entire
$1.35 billion be applied towards reducing the payment cut.

Medicare Telehealth Services

The Academy appreciates CMS extending the opportunity to submit requests for added
telehealth services to the Medicare program. Besides increasing access for patients,
telemedicine may also reduce overall costs. The Academy believes teledermatology fits
well into telehealth services category 1, for office and other outpatient visits and
consultations. Dermatology patients who participate in telemedicine would otherwise
likely receive treatment for their skin conditions from a non-dermatologist physician, the
accuracy of the diagnoses rendered via telemedicine can be higher and diseases can -
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be treated effectively and at earlier stages than they would be if a patient waited until
complications made a long trip to see a dermatologist imperative. Patients who are
spared a long trip also benefit economically from such an arrangement because they do
not bear the cost of missing work or traveling. Telemedicine moves information — not the
patient.

While making treatment more effective for patients, telemedicine also helps to make
optimal use of the short supply of dermatologists. While it will never replace the face to
face patient visit, the Academy considers telemedicine a viable method of treatment and
one important component of an overall plan to irnprove patient access to dermatology.

Currently, Medicare reimburses telemedicine for rural patients (defined as patients who
live in non-metropolitan statistical areas) if it takes place in a live interactive (“two way”)
mode. The patient and physician communicate in real time but from different locations
using video conferencing technology. Medicare reimbursement currently does not exist
for store and forward consultations, which take place when patient pictures and
information are forwarded by a referring physician to a dermatologist, who evaluates
them and responds with a diagnosis and treatment plan. The AADA and the American
Telemedicine Association have reviewed the effectiveness of live interactive
telemedicine visits compared with store and forward and found both to be clinically
equivalent to traditional face to face patient encounters. Store and forward is more
convenient for both the patient and the two physicians, allowing for asynchronous
communication that simplifies the amount of coordination required. Therefore, the AADA
believes that dermatologic office visits conducted via live interactive or store and
forward telemedicine should be covered under the Medicare program and we will
actively pursue reimbursement.

Physician Self Referral Issues

Overall, the physician self-referral issue is complex enough that it warrants being
extracted from this fee schedule rulemaking proposal and addressed separately. The
Academy therefore urges CMS to address physician self-referral issues in a separate
proposal.

Notwithstanding this request, we will address the anti-markup provision of this proposal
in this comments letter. The Academy appreciates the opportunity to comment on the
contemplated changes to reassignment and physician self-referral rules relating to
diagnostic services (the anti-markup provisions). We believe that CMS’ decision to
focus on the billing of diagnostic tests of one physician or group where the diagnostic
test is performed by someone other than a full-time employee is appropriate. In addition,
CMS’ approach of paying the lesser of the Medicare fee schedule amount, actual
charges, or the charges of the physician performing the diagnostic interpretative test is
reasonable. We believe that the proposal to expand the anti-markup provisions from the
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current technical component to include and cover the professional interpretative
component not only simplifies the billing of such services but also strengthens the anti-
markup prohibition. We agree that the physician performing the interpretation should be
the only entity billing for this professional service. We recognize that some of these
proposed measures may be needed in response to perceived Medicare abuses and to
discourage business arrangements that carry significant risks of fraud and waste
through kickbacks, fee-splitting and mark-ups, reassignments, generation of
unnecessary pathology lab tests, inappropriate referrals, and other dubious practices.

We are, however, concemed that the proposed changes contemplated by CMS
regarding anti-markup provisions related to anatomic pathology laboratory services may
prevent dermatologists from practicing their specialty and risk harming patient care. It
appears that much of CMS’ rationale regarding diagnostic services has been focused
disproportionately on issues related to size and location of laboratories, and the unfair
presumption that physicians (such as dermatologists and dermatopathologists who are
trained and able to biopsy, diagnose, and treat their patients) should not be allowed to
order diagnostic tests they also perform as part of their full scope of service. The
Academy wishes to emphasize a key point: dermatologists who order a
diagnostic test, should be able to perform and bill for such a test. CMS should
consider the adverse impact such constraints can have on our specialty by denying
dermatologists and their patients access to accurate and timely interpretation of skin
biopsies, and the attendant risk of compromising patient safety and quality of care.

The Academy strongly encourages CMS to consider the negative implications such
revisions would have by preventing patients from access to care and restricting
dermatologists—the physician specialists treating the majority of melanoma patients—
from exercising their choice of dermatopathologists. All dermatologists have training and
experience in dermatopathology. Indeed, dermatopathology is an integral part of a
dermatologist’s professional training. Dermatologists receive intensive training in
dermatology, which includes

dermatopathology and dermatologic surgery. With this background and knowledge,
dermatologists are singularly qualified to diagnose and treat the wide variety of
dermatologic conditions as well as benign and malignant skin tumors. Dermatologists
perform many specialized diagnostic procedures and often purchase the technical
component (slide preparation) in order to be able to perform their own in-house
diagnostic interpretation and pathology report.

The Academy is concerned that the proposed rule may be misinterpreted and
misapplied so as to prevent a dermatologist from being able to read their own slides. As
many dermatologists choose to interpret their own dermatopathology, the Academy
supports the right of dermatologists to be able to continue to perform their own
dermatopathology diagnostic interpretation, including having the ability to purchase the
technical component, in accordance with current Medicare regulations, from an outside
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lab vendor in order to provide their own in-house professional diagnosis and render
cost-effective quality patient care. We wish to remind CMS that the expertise of
dermatopathologists is relatively cost-effective because as the foremost experts in
reading and interpreting skin biopsy specimens, dermatopathologists are able to detect
and properly diagnose skin biopsies the first time around. Moreover, the consultative
communication that goes on between dermatologists and their trusted
dermatopathologists is essential; without communication or trained eyes, the skin’s
subtle signs may confuse and mislead. Misdiagnosis leads not only to deficient care by
forcing patients to undergo unnecessary procedures, but also increases the cost of care
and the risk of a liability lawsuit. Conversely, an early and correct diagnosis allows a
problem to be treated before it becomes more severe-——and thus more costly to treat.

We consider dermatopathologic interpretation of biopsies an integral part of a
dermatologist’s ability to serve their patients. Many dermatologists prefer to refer skin
biopsy specimens to specialized dermatopathology labs directed and staffed by
dermatologists and/or pathologists with expertise in dermatopathology and
immunopathology. Pathologists employed with national reference labs often lack this
high level of training and expertise to accurately interpret skin biopsies. Accurate
interpretation of skin biopsies requires an ability to recognize and record the details of
the specimen, and to synthesize these findings with the clinical data available. Failure to
interpret skin biopsies can mislead the clinician and interfere with appropriate medical or
surgical therapy, potentially harming the patient.

The Academy wishes to remind CMS that changes contemplated in the anti-markup
provision final rule, designed to address of pathology lab services, need to be simple,
straightforward, and uncomplicated so as to lighten the regulatory burden, minimize the
margin of error, and contain costs. To that end, we wish to emphasize the following
points:

o Dermatologists should have the opportunity and the right to interpret their own
specimens and be reimbursed appropriately for the professional component
as part of their professional scope of services.

e According to current CMS purchased diagnostic test regulations, if the tissue
is prepared by an outside lab, either the lab should bill Medicare
directly for the technical component, or the dermatologist can submit the bill
to Medicare for the lesser of either the net lab charge, actual physician
billing charge, or the Medicare fee schedule amount. We believe that such a
scenario offers straightforward guidance to allow a physician to follow the
basic premise when performing a medical service, the physician should
be reimbursed for that service—nothing more, nothing less.
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e We recommend a back-to-basics approach wherein one could not mark up a
“purchased diagnostic test”. Whether it is the technical cornponent or the
professional component, if there is no mark up allowed, there would be no
problem. Indeed, such a clear and uncomplicated guideline would allow
dermatologists to read their own slides and b