


JAMES B.WHITNEY
P.O. BOX 2414
SANTA ROSA, CA 95405
707 538 4157
9-'19-2005
GPClIs

Centers for Medicare & Medicaid Servives
Department of Health & Human Services
Attention CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Please increase allowance for Sonoma County California inasmuch as we
do have a serious problem here bvecause the Doctors do not receive
enough money to provide services and therefore go elsewhere or have to
decline Medicare recervices.

This is serious!!

James B.. Whitney 273 07 3891 (d/b 11-6-16)
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4755 Granada Drive
Santa Rosa, CA 95409
September 18, 2005

GPCIs

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore MD 212244-8017

For many years, we have felt that the compensation by paid to physicians by Medicare in
Sonoma County, California, was grossly unfair. As a consequence, many will not accept
Medicare patients, placing an added burden on those who do accept them, and straining
the availability of medical care to elderly patients.

The cost of living and the cost of medical care here is no lower than it is in San Francisco
and other cities of the Greater Bay Area.

Therefore, we support an increase in the reimbursement rate paid to our physicians, and
urge Medicare to provide fair compensation to them.

Thank you.

Rt t Do o b

Robert Overcashier

eanne Overcashier
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James L Saunclers
2022 Tu rnlaerry C‘ourt
Santa Rt‘:sa. Ci\ 95403
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September 9, 2005

GPCls

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1052-P

B O Box 8017

Baltimore MD 21244-8017

Sonoma County, California has changed from a rural county to an urban county and I ask
that you change the designation of Sonoma County, California to show this heavy
population density so that the physicians in Sonoma County can atford to treat we

seniors.

60% of the physicians in Sonoma County no longer take new medicare patients.
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September 12, 2005

GPCls

Center for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear People,

Santa Cruz County is currently designated as "rural" for payment by Medicare. This designation
means that Medicare payments to physicians are 25 percent less in this county compared to our
neighboring county, Santa Clara. This disparity in payment coupled with the rising cost of living in
Santa Cruz County has caused some physicians to leave the area or, in some cases, to refuse to
accept Medicare patients.

Please accept the proposal put forward by Medicare to change the status of Sonoma and Santa Cruz
Counties to join the eight other counties in the San Francisco Bay area in an urban designation. The
population of Santa Cruz County continues to grow, and we certainly do not meet anyone's
definition of "rural®. This county contains several large urban cities and towns, and is also one of
the most expensive places to live in the State, if not the Country. Most of our citizens work in
occupations that are considered urban occupations, or travel to our neighboring high technology

areas, such as "Silicon Valley" in Santa Clara, to work.

It is critically important to gain this designation of "urban”, both to insure access to medical care for
seniors and to insure the ability of our seniors to pay for such care. Your support is sincerely
appreciated.

Sincerely,

Ly M Gt

Larry M. Emst
Santa Cruz City Resident since 1973




Ukiah Valley 275 Hospital Drive

! Ukiah, CA 95482
Medical Center 707-462-3111
, Fax: 707-463-7384
wwr\dventist WWW.UVme.org
Health
September 13, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1302-P

PO Box 8017

Baltimore, MD 21244-8017

Regarding: GPCls
Dear Ladies and Gentlemen:

The hospital I am privileged to serve is located in Mendocino County adjacent and immediately north of
Sonoma County in California. It is my understanding, accompanied by a well-publicized advertising
campaign (including daily full page newspaper ads) and lobbying efforts by the Sonoma County Medical
Association, that Medicare has proposed a new rule increasing reimbursement by 8%. While I believe,
based on costs to do business in our region, this is well deserved; Mendocino County physicians would
forego a 0.4% increase to enable this change. This constitutes a huge economic differential between
competing counties.

Ukiah Valley Medical Center is a 78-bed full service hospital providing regional care in a county with
90,000 residents, located 60 miles north of Santa Rosa in Sonoma County. UVMC is the largest private
employer in Mendocino County with over 500 employees. In the past year our medical staff has been
reduced by 10% of its full time equivalent physicians, and is projected to have a 37% (20 physicians)
deficit based on public need by 2007! Costs of living and doing business here are every bit as expensive
as Sonoma County and it is exceptionally difficult to recruit physicians and staff to our rural area.

We currently have a deficit of physicians in nearly every specialty on our medical staff, especially
primary care. Please analyze our position and move forward with the utmost care to avoid a situation that
would certainly evolve into patients inability to access care locally.

I invite someone to call me at 707.463.7360 to discuss this and for further clarification. This action, if
passed, will create a disproportionate financial discrepancy that will be practically impossible to
overcome and will threaten our existence and the economy of our region. I do not begrudge Sonoma
County physicians in advocating for an increase and would support a regional leveling of reimbursement
based on actual costs of living and urge CMS to consider this issue most carefully.

Sincerély,

Y

Mark E. LaRose
President/CEQ

Cc: Mike Thompson, United States Congressman, First District of California
Everett Gooch, Vice President, Governmental Affairs
Brian Hanson, M.D., Chief of Staff, Ukiah Valley Medical Center
Jarrod McNaughton, Director of Marketing/Development




September 15, 2005

GPCls

Centers for Medicare

& Medicaid Services
Department of Health and
Human Services

P.O. Box 8017

Baltimore, MD 21244-8017

Attention: CMS-1052-P

Dear Sir/Ms:

As a senior, registered voter since 1944, and longtime resident
of Santa Rosa, I support Medicare's proposed new rule to in-
crease the reimbursement rate for Sonoma County by 8%.

Although I'm a member of Kaiser Permanente and have access to
physicians and medical care at an affordable cost, I know that
many patients here in Santa Rosa, particularly those without
insurance or on Medicare, are having problems in obtaining

health care.

I urge you to change the Federal Guidelines to institute a nevw
pelicy for reimbursement here in

Respectfully,

Ms. 11is A. Terry ;

1050 3rd Street, #107W
Santa Rosa, CA 95404

Soncoma County.

1l
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September 14, 2005
Re: Increase of 8% in reimbursement rate for Sonoma County physicians
To Whom It May Concern:

Increase the rate! Physicians deserve adequate payment for services rendered!

In the Living Longer, Living Well report, the Sonoma County Area Agency on Aging

states that there are 134,975 older adults who are 60+ years of age residing in this county.
Since six of ten primary care physicians in this county will no longer accept new Medicare
patients because of Medicare’s very poor reimbursement policy, this leaves a large portion

of Sonoma County elderly struggling to procure medical care.

If Medicare doe not approve a rate increase, even more physicians will leave Sonoma
County at a time when its population is aging, The high cost of housing in this county

prevents young people from settling here.

Thank you,

[ttt i

Betty Anne Dericco
11721 Old Redwood Highway
Healdsburg, CA 95448-9504

o)




" September 16, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

Re: GPCIs
To Whom It May Concern:

As a resident of Sonoma County, California, and a soon-to-be recipient of
Medicare benefits, I strongly support your proposal to create a new payment
locality for Sonoma County. I have already experienced cuts in payments from
my current insurance carrier, Blue Shield of California, such that my primary care
practitioner has declined to participate in the Blue Shield program, and now

I understand that 60% of the primary care physicians in my county of Sonoma
are no longer accepting Medicare patients due to the low reimbursement rates.
Some physicians are retiring early and others are leaving the county due to the
low reimbursements, often insufficient to even cover their overhead.

Please create a new payment locality for Sonoma County in keeping with the
cost of living that we experience here, Please promote an environment for
physicians where we, as citizens of the community, can have access to fine and
broad medical services.

Thank you for your attention to this request.

Koer Ty

Karen L. Panting

3949 Wallace Road
Santa Rosa, CA 95404
707-539-5749
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September 15, 20056

Center for Medicare and Medicaid Services
Department of Health and Human Services
Attention CMS-1502-P

PO box 8017

Baltimore, MD 21244-8017

Re: GPCls
To Whom It May Concern,

MPMG is a large medical group in San Mateo County (locally 06). We are very familiar
with the challenges of operating medical practices in the very expensive environment of
the San Francisco Bay Area. We strongly support the proposed revision to the
physician payment localities in California that you have proposed and published in the
reference rule.

You are to be commended for addressing an important issue for physicians and their
Medicare beneficiaries in the San Francisco Bay Area. In addressing the two most
problematic counties in the state, you have made an important change that will go a
long way to ensuring access to care for health care services in our county.

We understand this also to be a fundamental issue of faimess. Our neighboring
counties, Santa Cruz and Sonoma have some of the highest payment levels for
physician services in the nation. The adjustment that you propose appropriately
addresses the current inequitable payment problem.

CMS acknowledges that they have the responsibility to manage physician payment
localities. We understand that there have not been revisions to the localities since
1996. You have selected the most important area in our state to begin to correct this
problem.

Sincerely,

Bl Vs

Brian C. Roach, MD o :
President and CEO MPMG

577 AIRPORT BLVD., SUITE 300
BURLINGAME, CA 94010
850/240-8000 FAX 650/240-0900
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GPCls

Centers for Medicare and Medicaid Services
Dept. of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017
Tadimore MP 2i1244-% 217

September 16, 2005

I live in Sonoma County and urge you to raise the Medicare reimbursement here.

It’s unconscionable that we have among the lowest reimbursement rates in a county where the
median home price is more than $650,000.

I have been reading local newspapers fore twenty years, and have followed this problem as
it’s developed. I am a public school principal distressed by the impact of this problem, of
doctors who cannot afford to accept Medicare patients. A reduced number of doctors in our
area can afford to serve our community. All our citizens suffer.

Please raise the Medicare reimbursement in Sonoma County.

Sincerely,

NN

Bethany Wil

681 Fifth Street East
Sonoma, CA 95476
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Santa Cruz Women's Health Center. 250 Locust St. Santa Cruz. California 95060 T. 831.427.3500

16 September 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention; CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

Re. File Code CMS-1502-P
Issue Identifier: GPCI’s / Payment Localities
Dear Sirs:

I am writing on behalf of the Santa Cruz Women’s Health Center to strongly support
your proposed revision to physician payment localities in California recently published in
the Federal Register. The Santa Cruz Women’s Health Center is a Community Clinic
that is one of the Safety Net providers for the un- and under-insured in Santa Cruz
County. Because we provide subsidized care to the uninsured poor, our survival depends
on adequate reimbursement from those patients who do have health care coverage,
including our Medicare patients. We, like others, are also concerned about the viability
of the entire health care system which serves our residents. The great difference between
the cost of medical practice in Santa Cruz County as measured by GAF cost values and
the low rate of reimbursement due to being assigned to Locality 99 has made recruitment
and retention of physicians willing to serve Medicare beneficiaries very difficult.

We were pleased to see that your proposed rule would alleviate this problem by removing
Santa Cruz and Sonoma Counties from Locality 99 and placing them into unique
localities. We laud your efforts to rectify this long-standing inequity. Your proposal will
of great help in ensuring access to necessary health care services. The proposed rule is
fair. Neighboring counties to Santa Cruz and Sonoma have some of the highest payment
levels for physicians in the nation. The adjustment you propose appropriately addresses
this payment imbalance. This revision would bring you closer to your goal of
reimbursing physicians based on the cost of practice in their locality.

Sincerely,

1t Bty

Kate Hartzell
Chair, Santa Cruz Women’s Health Center Board of Directors
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GPCI
© August 25, 2005
To whom it may concern;

I am writing to urge the change in designation of Santa Cruz County in terms
of Medicare reimbursements to, at least, 55 percent. In 1960 Santa Cruz
County was considered a rural area but that has changed drastically. Now,
though there are some farm producing areas, most of the County is an urban
area with manufacturing, national chains, computer industries, etc. as well as
small businesses, a community college and a state university, It has become
difficult for the average wage eamner to live in this County. Home prices
have skyrocketed - a 450 square foot home sells for $500,00 - gas prices are
higher than Santa Clara County, as are groceries and household goods.

Doctors have been forced to move out of the area, some will not take patients
from some health plans because the reimbursements are too low. Doctors
spend many years getting a degree and often have large loans to repay. It is
unfair to expect them to live in a 2005 economic area based on 1960
reimbursement scale.

Please make it possible for the citizens of this County to have decent medical
coverage. The present reimbursement table is outdated and should be
changed. Our lives depend on getting good medical care.

Sincerely,

Barbara J. Symons
225 Mount Hermon Road, Sp 162
Scotts Valley, CA 95066
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HEALTHCARE
FOUNDATION

Notthern Sonoma County

QUALITY HEALTHCARE
CLOSE TO HOME!

HEALTHCARE FOUNDATION
2005 BOARD OF DIRECTORS

Executive Committee

Warren (Bud) Metzger, President
Marian Van Alyea. Vice President
Ed Beddow, Treasurer

Charlie Sichert. Secretary

Greg Wilcox, Asst. Secretary

Board Members
Hallic Beacham, MD
Karen Bosworth

Bill Esselstein
Willie Hilliard

Paul Marauglio, MD
Cleft Melim

Denny Murphy
Augie Olson

Kay Reed

Jim Walters

Advisory Committee
Susan Arbios

fohn (Pete) Dayton
Matt Gallo

Henry Hersch

Alson Kemp

Carlene Reininga

Seaff
Karen Wallace, Director of Events
Lindsay Smith. Admin Assistant

The Healtheare Foundation is a 361
(¢} (3) non-profit organization

dedicated to raising funds for capital

projects in support of healthcare in
Northern Sonoma County including
Sunds necessary fo the development,
implementation and protection of
swch projects.

Centers for Medicare & Medical Services
Dept. of Health & Human Services

Attn: CMS-1052-D

PO Box 8017

Baitimore, MD 21244-8017

RE: GPClIs Sonoma County, CA
Gentlemen:

The Foundation’s mission is stated below, The area we serve has a
population of about 60,000. This is more than 10% of Sonoma
County. Our population is older than the average of the county.
The Foundation has collected funds from over 3,000 households
and raised over $3,000,000. The members of the Foundation, as
private citizens, have twice gone to the public to successfully
encourage property tax (21,000 parcel) levies to support the
community hospital. '

The area we serve is short six doctors. We are aware that of the 27
in the area at least 5 doctors will retire in the next few years. We
need more doctors to serve our population who will in turn utilize
our hospital.

The proposed increase will provide a reasonable reimbursement rate
to attract new doctors and provide reasonable compensation for our
existing professional staff. This will help us maintain our
community hospital and the two non profit health clinics in our
area.

The positive change is crucial to the healthcare in Sonoma County.

Respectfully,

WarrenWMetzg
President

D 222 Center Street . % 707.473.0583

B info@healthcarefoundation. net

Post Odfice Box 1025 FAX.707.473.0587 www.healthcarefoundation.net

Healdshurg, CA 95448




September 14, 2005

Dept of Health & Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, Md. 21244-8017

Re: Increase of Medicare Payments to Sonoma, County, California
Dear Sirs:

Sonoma County doctors have received inadequate Medicare payments for the last 10
years because we have been classified as a “rural” county. Several medical groups here
have gone bankrupt, and doctors have even left the county because of low
reimbursement. Doctors who remain are reluctant to accept new elderly patients: six out
of 10 physicians do not.

Among cities with 2 population of more than 100,000 Santa Rosa (county seat) ranks 6™
in the nation of people 85 years and older. Seniors represent the most rapidly growing
segment of the population in the county. Those on Medicare or without insurance have
difficulty getting the health care they need.

1 urge passage of the proposal that will increase the reimbursement to Sonoma County by
8%. This is urgent to help our seniors. I myself am a senior, thankfully covered by
insurance and in good health. T volunteer at Hospice, at church, and support local needy
causes. I know first hand the needs of seniors, and increasing the rate for Sonoma
County is the right thing to do.

Thank you for your attention and your assistance.

" Sincerely,

501 Firelight Drive
Santa Rosa, Ca. 95403 t




Michael J. Casey, w.0. PC.

Board Certified

American Board Orthopaadic
Surgery

Member American Society for
Surgary of the Hand

Karl C. Wenner, m.0., Pc.

Board Cortitied

American Board Orthopaedic
Surpery

North American Spine Society

Migusl Schmitz, m.o., PG.

Board Certified

American Bogrd Orihapaedic
Suwgary

Fellowship Sports Medicine &
Arthrascopy

Member Amarican Orthopaedic
Society for Sports Medicine

Arthroscopy Association of North
America

Kevin T. Heaton, p.0., P

Board Cartified

Amerlcan Ostsapathic Board of
Orthapedic Surgeons

Fallowship Total Joint
Raplacement

Edward L. VanTassel. 0.0.
Board Certifisd
American Ostecpathic Board of
Orthopedic Surgeons
Amarican Ostenpathis Acad
ot Orthapasdics

Jeannetta Gansherg
Executive Director

Specializing in:
Shoulder

Elbow

Hand

Spine

Total Joint Replacement
Arthritis
Musculoskeletal Trauma
Knee

Foot & Ankle

Sports Medicine
Arthroscopy
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Klamath Orthopedic Clinic

September 9, 4409 Bryant Williams Drive #1 » Klamath Fails, Oregon 97601

(541) 884-7746 » (541) 884-3677 = (800) 515-1655 SEP 2% S
[ [ ST
www.klamathbones.com
Centers for Medicare and Medicaid Services
Department of Health and Human Services ’

ATTN: CMS - 1502-P
P. O. Box 8017
Baltimore, Maryland 21244-8014

To Whom It May Concern:

This letter is in regards to the recent proposed healthcare cuts for
2006 physician fee schedule. 2as a practicing orthopedic in rural
south-centeral Oregon, this would be quite devastating to not only
my practice, but those of my colleagues. Our clinic has made a
policy not to limit Medicare patients for over 30 years now,
however, with the proposed cuts, it may be necessary to limit our
availability to the Medicare population gimply for the financial
burden that this poses. Our practice currently constitutes nearly
35% Medicare and with ongoing cute, would be quite difficult to
maintain this level of patient care without appropriate
reimbursement .

I find it quite concerning that the solution to healthcare costs
seems to be cutting reimbursements to the physicians who are
providing medical care to Medicare as well as the other population
within their respective communities, yet, causes such has
malpractice and tort reform continue to rise without any relief in
sight.

Particular cuts such as the "Q codes" limiting casting and splinting
materials are particularly onercus to an orthopedic practice, which
has very high utilization of these products simply due to the nature
of our profession. The decrease in reimbursement and joint
arthroplasty is also very concerning. This is one of the most
difficult procedures that requires a long-term follow up, yet the
reimbursement continues to follow. With the aging population, this
will become much more necessary for gquality of life, which will
ultimately lower overall health care costs, simply because people
remain morxe active and healthy, rather than becoming guite sedentary
due to extreme joint discomfort.

I do believe that control of health care costs is becoming much more
important, however, I do not believe that continued cuts to
physicians’ health care facilities for reimbursement is the answer.
I think other avenues should be entertained such has malpractice and
tort reform, controlling equipment and medication costs, as well as
controlling the costs of legislation, which ultimately make such
recommendations.

In summary, if reimbursements to the medical population continue to
increase, myself and my colleagues will be forced to limit the
number of Medicare patients that we can treat and ultimately




healthcare costs will rise simply because the only healthcare
available will be through the emergency department or other similar
facilities. I think controlling healthcare costs is quite
important, however, I do not believe the proposed cut backs are the
solution.

Sincerel E

Kevin Heaton

KH:kd




GPCls

Centers For Medicare & Medicaid Services
Attention CMS-1502-P

P O Box 8017

Baltimore, Md 21244-8017

Gentlemen:
I strongly support the proposed new rule that is under consideration to increase reimbursement

rates for Sonoma County for medical care under Medicare.

I'am a medicare recipient who moved to Sonoma County three years ago to be near family.
I soon discovered many doctors here do not accept Medicare patients. They tell us they lose
money treating these patients.

I am afraid if this funding is not changed, soon there will be no medical care available for us.
Thank you for your support.
Sincerely,
O ‘?”(f"’“\’?'@ Sel 14 2008
Estes L. Yinger

6467 Meadowridge Drive
Santa Rosa, Ca 95409
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August 10, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
ATTN: CMS-1502-P

. P.O. Box 8017

Baltimore, MD 21244-8017

Dear Colleagues,

It has come to my attention that Medicare is considering changing the teaching physician policy for

anesthesiologists. As a member of the American Association of Nurse Anesthetists (AANA), I have

significant concerns with any changes that would create further inequities in how the Medicare system

treats teaching Certified Registered Nurse Anesthetists (CRNAs) and anesthesiologists, and, more

importantly, present possible negative impacts on Medicare beneficiaries’ access to safe anesthesia
care.

CMS has already twice rejected a proposal to change the anesthesia teaching rules so that teaching
anesthesiologists would be paid a full fee for each of two overlapping cases involving medical
residents, a manner similar to certain teaching surgeons. Such a proposal provides major new
incentives to teach anesthesiology residents, and severe disincentives to teach nurse anesthetists, and is
not based on a consensus process that treats both nurse anesthetists and anesthesiologists equally.

I appreciate that Medicare is considering its options on this important policy issue. Nurse anesthesia is
a success story. With anesthesia 50 times safer than 20 years ago, CRNA s’ patient safety record is
shown to be indistinguishable from that of physicians providing anesthesia. CRNAs assure patients
access to safe anesthesia care, and predominate in rural and medically underserved America and the
Armed Forces. Further, it has been shown CRNAs are educated more cost-effectively than are our
colleagues and competitors. Yet, while Medicare Direct GME payments to residents and medical
direction payment rules already discriminate against educating CRNAs, the nurse anesthesia
profession has been successful at increasing the number of accredited educational programs and
graduates to meet growing demand for safe anesthesia care for patients. Thus, changing the anesthesia
teaching rules to further dramatically favor one type of anesthesia provider over another creates
negative impacts against educating safe anesthesia providers such as CRNAs, harming the healthcare
system and patients’ access to healthcare services.

So that patients anywhere in the country will continue to have access to the safe anesthesia care that
they need, 1 am requesting that CMS work with both nurse anesthetists and anesthesiologists in
developing a consensus proposal to address issues in the anesthesia teaching rules.

Sincerely,
Dot (2L
. / Signature
Print name; D’c;.,\w'hﬂa.\ 2 Oum
Street address: 1212 S /’/au/?wfw

City/State/ Zip: bl//hf.éh - gﬁ,kyh ‘_J/Z 27403
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DEPARTMENT OF ANESTHESIOLOGY

290

UNIVERSITY OF MARYLAND
SCHOOL OF MEDICINE

August 29, 2005

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

RE: CMS-1502-P TEACHING ANESTHESIOLOGISTS

The current Medicare teaching anesthesiologist payment rule is unfair, unwise and
unsustainable. A surgeon may supervise residents in two overlapping operations and
collect 100% of the Medicare fees allowed for each case. An internist may supervise
residents in four overlapping outpatient visits and collect 100% of the Medicare fees
allowed for each patient. However, a teaching anesthesiologist will only collect 50% of
the Medicare allowed if he/she supervises residents on two overlapping cases. This is not
fair and is not reasonable. Teaching anesthesiologists should be paid on par with their
surgical colleagues.

We currently have 32 residents, 3 pain fellows on staff. Four faculty openings exist at the
University of Maryland Anesthesiology program. It is difficult for us to retain and recruit
faculty due to budget shortfalls and non-competitive salaries which can be directly
attributed to the Medicare teaching anesthesiology reimbursement methodology. Our
hospital partners subsidize the anesthesiclogy program with payments of $6.5 million
annually and they cannot sustain this level of support into the future. '

Roughly 25% of our current patients are Medicare patients and the increasing elderly
population will reduce our ability to be viable unless the arbitrary Medicare reduction is
remedied. These reductions do not allow us to cover our costs (currently we lose roughly
$500,000 annually due to this reimbursement methodology) and may lead to reduction in
our training programs and our ability to care for Medicare patients.

=\ S

Douglas G. Martz, Jr., M.}/
Acting Chair
University of Maryland Department of Anesthesiology

22 South Greene Street * Baltimore, Maryland 21201 * 410 328 6120 * 410 328 5531 fax




Sept. 16, 2005
Medicare

Dear Medicare Administrators,

When | moved to Sonoma County over 35 years ago, it was a quiet, slow paced place to
live. Since that time however, our county has become highly populated with all the
accompanying problems or urban life. While we may have a strong agricultural industry
here, we are definitely not a rural community. The cost of living here is now exorbitant
with the average house selling for around $550,000. It is this factor that makes it so hard
to live here and is the main reason why we now have difficulty attracting and keeping
doctors to our communities. Sonoma County used to have a flourishing medical
community but that is no longer the case.

Please re-designate Sonoma County on your Medicare Reimbursements scale. The
average doctor, particularly young ones, simply cannot afford to live here and accept
Medicare patients. I have just turned 65 and believe me, this is a vital issue for me and
most of my friends. Seniors now make up over 16% of our population but that is
projected to grow by over 196% by the year 2020. ‘

It is becoming difficult for all of us to live here now but changing your reimbursements
for Medicare will make a huge difference in all our lives.

Sincerely,

5 nheit )kl —

Linda Ward
149 Sherwood Dr.
Santa Rosa, Ca. 95405

5%
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C|%! ROBERT WOOD JOHNSON
N 9 MEDICAL SCHOOL

University of Medicine & Dentistry of New Jersey

Office of the Chairman
Department of Anesthesia

Memorandum

To: Centers for Medicare and Medicaid Services
CC:
From: Christine Hunter, M.D.

Chairman, Department of Anesthesia
Robert Wood Johnson Medical School
Date: September 19, 2005
Re: TEACHING ANESTHESIOLOGISTS - CMS-1502-P

The proposed rule does not include a correction to the policy of paying
teaching anesthesiologists only 50% of the fee for each of two concurrent -
resident cases. A surgeon may supervise residents in two overlapping
operations and collect 100% of the fee for each case. An internist may
supervise residents in four overlapping outpatient visits and coliect 100%
of the fee. But a teaching anesthesiologist will only collect 50% of the
Medicare fee if he or she supervises residents in two overlapping cases.
This is not fair and it is not reasonable.

Quality medical care, patient safety and an increasingly elderly Medicare
population demand that there be a stable and growing pool of physicians
trained in anesthesiology. Right now, slots in anesthesiology residency
programs are going unfilled because of ill-conceived Medicare policy that
shortchanges teaching programs, withholding 50% of their funds for
concurrent cases.

In the Northeast there is a shortage of anesthesiologists and the salaries
that need to be paid to retain quality physicians are causing us to suffer
severe economic losses that cannot be absorbed elsewhere. The CMS
anesthesiology teaching rule must be changed to allow academic
departments to cover their costs.

Cinical Academic Building + 125 Paterson Street, Suite 3100, New Brunswick, NJ 08901-1877 » Phone: {732) 235-7827 « Fax: (732) 235-6131 « Website: rwjms.umdnj.edu

The University is an Afrmative Action/Equat Opportunity Employer
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Our department's ability to do academic research has been hindered
because of the lack of funds. Department budgets are broken by this
arbitrary Medicare payment reduction. Medicare must recognize the
unique delivery of anesthesiology care and pay Medicare teaching
anesthesiologists on par with their surgical colleagues.

The Medicare anesthesia conversion factor is less than 40% of prevailing
commercial rates. Reducing that by 50% for teaching anesthesiologists
results in revenue grossly inadequate to sustain the service, teaching and
research missions of academic anesthesia training programs.
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Rosalind Sandier
117A Brooktrail Court
Santa Rosa, CA 95409

GPICs

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

September 17, 2005

To Whom It may Concern:

I am a disabled senior who relies on Medicare as my medical insurance. My
doctors all accept Medicare as total payment for services. Three of the six specialists 1
see on a regular basis are no longer accepting new Medicare patients because of
reimbursement rates. I receive excellent care from these doctors and my primary care
physician. I don’t want them to relocate because of low reimbursement Medicare rates.

I’m writing in support of the Medicare new rule, which would
increase the reimbursement rate for Sonoma County,
California by 8%.

Let me tell you some documented statistics about where I live in Sonoma County,
California:
» Sonoma County’s medical costs have risen much faster than other areas, on
average, 8% higher than similar counties.
> Santa Rosa, the largest city in Sonoma County with a population of 100,000+ is
sixth in United States for the highest percentage of people 85 and older.
> Seniors represent 16.6% of the total population in Sonoma County with a
projected rate change of 196% from the year 2000-2020
Amid the astounding growth in elder population, Sonoma County has the lowest
Medicare reimbursement rate in California
» The number of practicing physicians has not kept pace with local population
growth
> In July 2005 six out of ten primary care physicians were NOT accepting new
Medicare patients
» Many physicians are relocating their practices were reimbursement is more
favorable

Help me help my home and bring it into line with similar areas in urban areas with
like populations.

Sincerely,
Rosalind Sandler

Tystain A’




Sa_turday, September 17, 2005

Center for Medicine & Medicaid Services
Department of Health and Human Services
Attention: CMS  -1502-P

P.O. Box 8017

Baltimore, MD21244-8017

Gentlemen:

I am appalled at the reimbursement that our doctors in Sonoma County
receive. | am ninety-one years old and very dependent on Medicare and my
additional health insurance.

Last week I called my secondary insurer (CIGNA) because I felt certain they
had made a mistake in the reimbursement being paid to my heart doctor. He
had billed $80.00. Medicare only allowed 53.68 for this service then they
discounted the bill to $42.94—my insurance which is 90% coverage is
paying $10.76. This is outrageous. How can we expect to retain good
medical personnel in Sonoma County when our doctors are so underpaid in a
county where it is so expensive to live?

I would suggest that your staff come to Healdsburg where thirty year old
tract houses are selling for over half a million dollars, hotel rooms start at
$300 dollars a night and eating out is pricey. Service people can no longer
afford to live here and we certainly are not going to be able to attract new
physicians to a locality where the rate of reimbursement means they lose
money every time they see a Medicare patient.

Please change the rate of Medicare payments to be more equitable to the cost

of living in Sonoma county.

\jfi"wﬁ%«i V/, ,dl.emzm-
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September 19, 2005

GPCls

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMA-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Sir or Madam:

This is a plea for your support of an increase in reimbursement rate for Sonoma
County California for medical services for Medicare and Medicad services providers.

We live in an area that has grown vastly and is also very expensive. In addition to
those jarring facts, we have a large population of seniors and the forcast is that the
aumbers of seniors will continue to grow over the next few years.

Over the past few years our medical support system has suffered and many doctors
have been forced to leave our area. We know the system for reimbursement is out of
date and urge you to bring Sonoma County into line with other areas of our size.

’ .

With Urgent Sincerity, " |

Ervin R. Steinhauer

3544 Kirkridge St
Santa Rosa, Ca. 95403

H3
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ADMINISTRATION
BUILDING
215 Union Street
Second Floor
Fax 831.761.0736
]

MayoRr & CiTY COUNCIL
215 Union Street
831.768.3008
CITY MANAGER
831.768.3010
CITY ATTORNEY
831.768.3030
C1TY CLERK
831.768.3040
PERSONNEL
831.768.3020

CITY HALL OFFICES
250 Main Street
[ ]
COMMUNITY
DEVELOPMENT
831.768.3050
Fax 831.728.6173
FINANCE
831.768.3450
Fax 831.763.4066
PuBLIC WORKS &
UTILITIES
831.768.3100
Fax 831.763.4065
PURCHASING
831.768.3461
Fax 831.763.4066

REDEVELOPMENT & HOUSING

831.768.3080
Fax 831.763.4114

AIRPORT
100 Aviation Way
831.768.3480
Fax 831.763.4058

[ ]
FIRE
115 Second Street
831.768.3200
Fax 831.763.4054
[ ]
LIBRARY
310 Union Street
831.768.3400
Fax 831.763.4015
| ]

PARKS & COMMUNITY SERVICES

30 Maple Avenue
831.768.3240
Fax 831.763.4078
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CITY OF WATSONVILLE

"Opportunity through diversity; unity through cooperation”
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September 14, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

Re. File Code CMS-1502-P
Issue Identifier: GPCI’s / Payment Localities
Dear Sirs:

I am writing on behalf of the City of Watsonville City Council to strongly
support the proposed revision to physician payment localities published in the
reference rule. We are very concemed that under-reimbursement of physicians
in our county places our residents in jeopardy of experiencing a deterioration
of our health care system. We believe that your proposed revision of payment
localities would address those concerns and we laud your efforts at rectifying
the current damaging situation. Your proposed rule would make an important
change that would substantially help in ensuring access to health care services
in our city and county.

We understand this to be a fundamental issue of fairness. Neighboring
counties to Santa Cruz and Sonoma have some of the highest payment
localities in the nation. The adjustment you propose is appropriate and fair in
achieving your goal of reimbursing physicians based on the cost of practice in
their locality.

Sincerely

el o

Ana Ventura Phares, Mayor

¢. Congressman Sam Farr
Watsonville Community Hospital
Pajaro Valley Community Health Trust
Salud Para La Gente

P.O. BOX 50000 WATSONVILLE, CA 95077-5000



September 17, 2005

Center for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

re: GPCI
Geographical Price Cost Index in Santa Cruz County, California

To Whom It May Concern:

As a Medicare recipient and a Santa Cruz County citizen who cares about the thousands
of senior citizens and people with disabilities in this county who depend on Medicare for
their health care, I am pleased that you intend to raise the reimbursement rate for doctors.

We have been losing experienced doctors in recent years, and recruitment of young
doctors to our area has become more and more difficult, in large part because of the
enormously high cost of housing in Santa Cruz County. I have had four internists in five
years because the first three all moved out of this county.

Having Medicare coverage doesn’t do much good when more local doctors are refusing
to take on new Medicare patients because of the low reimbursement rates. So access to
health care is shrinking here, and people’s fears are increasing.

Please go ahead with your plan to change Santa Cruz County from a rural designation to
an urban designation. This will help at least a little to attract and keep doctors in our
county who will treat Medicare beneficiaries.

Yours truly,

QW\, Cpa/v&,f

4300 Diamond Street, Apt. 2
Capitola, CA 95010-3061
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Sep. 16, 2005

GPClIs

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention. CMS-1502-P

POB 8017

Baltimore, MD 21244-8017

To whom it may concern:

I am writing in support of the proposed increase of 8% to the Medicare reimbursement
rate for physicians in Sonoma County California.

This increase is justified and necessary for Medicare recipients and the doctors who treat
them. Iam a senior citizen and have trouble switching doctors because so many are not
accepting Medicare coverage. We need this so better care can be provided and to slow or
stop the exodus of physician who leave the county.

I urge all elected officials and government agencies to support this increase.

729 Barry Ct.
Rohnert Park, CA 94928-4005
(707) 795-5121




September 15, 2005

Centers for Medicare and Medicaid Services
Dept of Health and Human Services

Attn: CMS-1502-P

PO Box 8017

Baltimore MD 21244-8017

To Whom It May Concern:

I am writing in support of changing the designation of Santa Cruz County from “rural” to
“urban.” This change is warranted by the county’s proximity to the Silicon Valley and
San Franciso Bay area and the county’s extremely high cost of living.

Thank you for your consideration.

Sincerely,

isten K Benjamin
227 Ventana Way
Aptos CA 95003
(831) 685-8014
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" September 13, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: CMS-1502-P TEACHING ANESTHESIOLOGISTS
Dear Sir'Madame:

As Program Director for the Residency Program of the Department of Anesthesiology at
the University of Rochester in New York, I am writing to request your support of the
changes required in the present CMS Medicare Fee Schedule related specifically to
TEACHING ANESTHESIOLOGISTS who provide the educational training as models
for professional development of young doctors seeking to become academic and private
practice anesthesiologists.

I presently have 50 residents in training at the University of Rochester, with 6 fellows,
and 42 academic teaching anesthesiologists within the Department of Anesthesiology. At
Strong Memorial Hospital we have experienced a 27% growth in surgical volume during

~ the past 4 years, that includes an increasingly aged, acutely ill, and complex number of
patients. We have become the only Level 1 Trauma unit in this region. This past year we
provided over 27,000 anesthetics. OQur commercial reimbursement rates based on
productivity per faculty member are some of the lowest in the country making
recruitment and retention within the academic milieu a continuously challenging process.
Recruitment of recent graduates or experienced anesthesiologists into an academic center
1s a continuous problem, particularly as recent graduates now have educational debt
levels of $100,000 -300,000, for which private practice offers a considerably higher
compensation. Permitting equality in the Medicare Fee Schedule with our surgical
colleagues with respect to full payment for each of two patients concurrently cared for
following CMS regulations, will substantially augment our ability to provide the
academic environment that is needed for the future.

My entire career has been in academic medicine. I have been in academic medicine since
graduating from medical school at the University of Rochester in 1988. I have trained in
" both internal medicine and anesthesiology at Strong Memorial Hospital and have worked
here as an academic teaching anesthesiologist throughout my career. My expertise in
addition to education, is in pre-operative care and anesthesiology of liver transplantation.
I teach residents on a daily basis throughout the year. 1thus have experience in a wide
variety of areas, and can testify that the serious shortage of academic anesthesiologists

601 Elmwood Avenue, Box 604
Rochester, New York 14642
{585) 275-2141



available to: 1) educate; 2) deliver clinical care while supervising residents and medical
students; and 3) develop and sustain academic research programs that will attract young
physicians into academia that provide the basic and clinical research advances required to
" continuously improve the quality of health available to our citizens of all ages, is under
substantial stress. The United States can not simply rely on, as it has in the past, foreign
medical graduates to fill these academic positions and still maintain leadership roles
internationally. The loss of academic teaching anesthesiologists is occurring despite the
necessity of hospitals on the average needing to support academic anesthesiologists in the
amount of approximately $110,000/year per full time faculty member according to the
latest data from the Society of Academic Anesthesiology Chairs.

Redressing the unequal reimbursement for similar care provided by surgeons and
anesthesiologists will provide a significant component of the resources required to
develop the quality of academic anesthesiology required for the US to advance in this
vital field for which most US citizens can expect to undergo surgery at some time during
their life. The recognition of the focus on safety and the critical role that
anesthesiologists play in allowing interventional and surgical procedures to occur without
memory or pain is a fundamental mantra in training anesthesiologists. The combination
of education, research, and dedicated models in the field is required for the future.

I urge those making long term decisions in CMS to appreciate the turning point that
exists now, no longer with respect to the issue of immediate staffing of private hospitals,
but with respect to the present and future training of anesthesiologists by a diminishing
number and quality of teaching anesthesiologists.

Thank you for your willingness to seriously consider these issues.

Sincerely yours

S ai T

Stewart Lustik MD

Residency Program Director
Department of Anesthesiology
University of Rochester Medical Center
Rochester, NY 14642
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UNIVERSITY OF EASTMAN DENTAL CENTER
KEHBIER SCHOOL OF MEDICINE AND DENTISTRY

SCHOOL OF NURSING
MEDICAL CENTER STRONG MEMORIAL HOSPITAL

UNIVERSITY MEDICAL FACULTY GROUP

DEPARTMENT OF ANESTHESIOLOGY

September 13, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: File Code: CMS-1502-P TEACHING ANESTHESIOLOGISTS
Dear Sir/Madame:

As Chairman of the Department of Anesthesiology at the University of Rochester in New
York, I am writing to request your support of the changes required in the present CMS
Medicare Fee Schedule related specifically to TEACHING ANESTHESIOLOGISTS who
provide the educational training as models for professional development of young doctors
seeking to become academic and private practice anesthesiclogists.

I presently have 50 residents in training at the University of Rochester, with 6 fellows,
and 42 academic teaching anesthesiologists within the Department of Anesthesiology. At
Strong Memorial Hospital we have experienced a 27% growth in surgical volume during the
past 4 years, that includes an increasingly aged, acutely ill, and complex number of
patients. We have become the only Level 1 Trauma unit in this region. This past year we
provided over 27,000 anesthetics. Our commercial reimbursement rates based on
productivity per faculty member are some of the lowest in the country making recruitment
and retention within the academic milieu a continuously challenging process. Recruitment
of recent graduates or experienced anesthesiologists into an academic center is a
continuous problem, particularly as recent graduates now have educational debt levels of
$100,000 -300,000, for which private practice of fers a considerably higher compensation.
.Permitting equality in the Medicare Fee Schedule with our surgical colleagues with respect
to full payment for each of two patients concurrently cared for following CMS regulations,
will substantially augment our ability to provide the academic environment that is needed
for the future.

My entire career has been in academic medicine. I have been in academic medicine since
graduating from medical school at Boston University in 1970. T have worked at the best
medical centers in this country (Johns Hopkins), Canada (Hospital for Sick Children), and
the UK (Hammersmith and St. Mary's). I have been an academic Chairman at Imperial

601 Elmwood Avenue, Box 604
Rochester, New York 14642
(583) 275-2141




College in London and presently in the US. I thus have experience in a wide variety of
teaching hospitals around the world, and can testify that the serious shortage of academic
anesthesiologists available to: 1) educate; 2) deliver clinical care while supervising
residents and medical students; and 3) develop and sustain academic research programs
that will attract young physicians into academia that provide the basic and clinical
research advances required to continuously improve the quality of health available to our
citizens of all ages, is under substantial stress around the world. The United States
cannot simply rely on, as it has in the past, foreign medical graduates to fill these
academic positions and still maintain leadership roles internationally. Most countries
within the EU are far more supportive of academic development than the US by virtue of
time and compensation provided to academics to teach and participate in clinically related
research. It is very clear to me, based on my experiences in multiple countries, that
uniess we address the issue of compensation for teaching anesthesiologists that the US
will continue to fall behind Europe, Japan, and then China in developing the academic
leaders in anesthesiology. This is occurring despite the necessity of haspitals on the
average needing to support academic anesthesiologists in the amount of approximately
$110,000/year per full time faculty member according to the latest data from the Society
of Academic Anesthesiology Chairs.

Redressing the unequal reimbursement for similar care provided by surgeons and
anesthesiologists will provide a significant component of the resources required to develop
the quality of academic anesthesiology required for the US to advance in this vital field
for which most US citizens can expect to undergo surgery at some time during their life.
The recognition of the focus on safety and critical role that anesthesiologists play in
allowing interventional and surgical procedures to occur without memory or painis a
fundamental mantra in training anesthesiologists, The combination of education, research,
and dedicated models in the field is required for the future.

I urge those making long term decisions in CMS to appreciate the turning point that exists
now, no longer with respect to the issue of immediate staffing of private hospitals, but
with respect to the present and future training of anesthesiologists by a diminishing
number and quality of teaching anesthesiologists.

“Thank you for your willingness to seriously consider these issues.
-Sincerely yours,

-2

James L Robotham, MD, FRCA
Chair, Department of Anesthesiology
University of Rochester Medical Center
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MELINDA L ESTES, M.D.
President and Chief Executive Officer

September 15, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, Maryland 21244-8017

Reference Code: CMS-1502-P
Issue Identifier: Teaching Anesthesiologists

Dear Sir or Madam:

I am writing to you to request a change in your policy on payment for teaching
anesthesiologists. This is an important issue for academic medicine and specifically the
teaching of Anesthesiology residents in our state,

I have concerns about the current Medicare rule on teaching anesthesiologist payment.
The current policy causes a financial burden on both the Anesthesiology Department and
this academic medical center. This policy shortchanges teaching programs by
withholding 50% of their funds for concurrent cases. Therefore, Anesthesiology teaching
programs are suffering severe economic losses that cannot be absorbed elsewhere.
Specifically, in our institution, the average reimbursement for all payers is 26 dollars per
ASA unit. According to national figures (“MGMA Cost Survey for Anesthesia Practices
2004”, the median reimbursement for all payers is over 34 dollars per ASA unit. A good
portion of the difference relates directly to the teaching rule. This rule must be changed
to allow academic departments to cover their costs.

Academic research in anesthesiology is also suffering as department budgets are
tightened to attempt to cover their costs. Anesthesiology is a specialty whose research
has had direct benefits in lowering the risk of surgical intervention for the Medicare
population.

A surgeon may supervise residents in two overlapping operations and collect 100% of the
fee for each case from Medicare. An internist may supervise residents in four
overlapping outpatient visits and collect 100% of the fee for each when certain

.847.5202
EXECUTIVE OFFICES 111 Colchesier Avenue Burlinglon, VT 05401-1473 802.847.5959 Fax 802.847.525




Teaching Anesthesiclogists
CMS-1502-P
Page 2 of 2

requirements are met. A teaching anesthesiologist will only collect 50% of the Medicare
fee if he or she supervises residents in two overlapping cases. This is not fair and it is not
reasonable.

Medicare must recognize the unique delivery of anesthesiology care and pay Medicare
teaching anesthesiologists on par with their surgical colleagues. The Medicare
conversion factor is less than 40% of prevailing commercial rates. Reducing that by 50%
for teaching anesthesiologists results in revenue grossly inadequate to sustain the service,
teaching and research missions of academic anesthesia training programs. We estimate
that the cost to Fletcher Allen Health Care to support the teaching mission of the
Anesthesiology department is at least $2.5 million.

Over the years, many of our graduating residents go on to serve the peri-operative and
chronic pain needs of the Medicare population in our rural State. It is important to have a
stable and growing pool of physicians trained in anesthesiology so we can continue to
provide quality medical care for a growing population of Medicare recipients.

Sincerely,

\/\‘/Q—Lfa‘ha

Melinda L. Estes, M.D.
President and Chief Executive Officer

cc:  Howard Schapiro, M.D., Chair, Department of Anesthesiology
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September 16, 2005

Mark McClellan, M.D., Ph.D.
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

RE: CMS-1502-P/TEACHING ANESTHESIOLOGISTS
Dear Dr. McClellan:

I am an anesthesiologist and have served as a fulltime faculty member at Indiana
University School of Medicine, Indianapolis, Indiana for the past 31 years. I am
writing this letter to urge the Centers for Medicare and Medicaid Services (CMS)
to revise the Medicare anesthesiology teaching payment policy.

The current Medicare anesthesiology teaching payment policy (which was
instituted in 1995) has been very detrimental to the economic survival of
anesthesiology departments in teaching institutions. With decreasing levels of
income of anesthesiology faculty, it has become increasingly difficult to retain
skilled faculty. The number of unfilled anesthesia faculty positions at teaching
institutions across the country has continually increased during the past decade.

_This has had a serious detrimental impact on the ability of programs to train the

future anesthesiologists necessary to help alleviate the widely-acknowledged
shortage of anesthesia providers - a shortage that will be exacerbated in coming
years by the aging of the baby boom generation and their need for surgical
services.

Under current Medicare regulations, teaching surgeons and internists are
permitted to work with residents on overlapping cases and receive full payment
so long as the teacher is present for critical or key portions of the procedure.
Teaching surgeons may bill Medicare for full reimbursement for each of the two
procedures in which he or she is involved. An internist may supervise residents
in four overlapping office visits and collect 100% of the fee when certain
requirements are met.

Academic anesthesiologists similar to surgeons and internists are permitted to
work with residents on overlapping cases as long as they are present for critical

’




Page 2

or key portions of the procedure. However, unlike teaching surgeons and
internists, the reimbursement of teaching anesthesiologists who work with
residents on overlapping cases is reduced by 50%. Compared to other specialties
in medicine Medicare payment for anesthesia services is much lower
(approximately 40% of usual and customary). The impact of lower payment is
accentuated by 50% reduction for overlapping cases when the anesthesiologist is
working with residents. The low reimbursement for anesthesia services and 50%
reduction in reimbursement is unfair and unreasonable.

To ensure the training of much needed future anesthesiologists, I am requesting
that CMS review and revise Medicare payment rules for anesthesia services.

Sincerely,

Gopal Krishna, M.D. .
Professor of Anesthesia
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912 Humboldt Street
Santa Rosa, CA 95404
September 15, 2005

GPCIs

Centers for Medicare & Medicaid Services
Attention: CMS-1052-P

P.0.Box 8017

Baltimore, MD 21244-8017

Greetings from Sonoma County, California:

OQur once-rural and farming comnty is now a vital part of the commerce
of the greater San Francisco Bay Area. Santa Rosa, our county seat,is
the largest city between San Francisco and Portland. As a member of
the Sonoma County Economie Development Board I participate in reccom-
mendations and decisions affecting our 19 Billion dollar economy. One
of these important engines is health and medical care and its future
where 1 out of 6 are seniors over 60 years old yet a majority of our
primary care physicians are not accepting new patients under Medicare.

As one of 58 California counties, Sonoma County has experienced more
rapid rise in overall healthcare costs than similar size counties and
our longtime HMO was forced to close ifs doors.

Medicare reimbursement is such a significant benchmark that your pro-~
posed 8% increase will serve as a tremendous fulfillment and stimulus
to the medical and heathcare community. Yes, "8 is Greatt”™.

I appreciate and welcome the support by the Centers for Medicare &
Medicaid Services for an increase of 8% reimursement in Medicare for
the people and healthcare providers of Sonoma County.

Sincerely, W
Donald R. Tesi
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September 7, 2005

Center for Medicare and Medicaid Services:

We are writing to request an increase in Medicare reimbursements to our Sonoma County
physicians.

Sonoma County is not a rural area. Santa Rosa provides access to very sophisticated
medical treatments for the entire area north of San Francisco. Home purchases are
unbelievably high as well as rentals. New physicians are locating elsewhere and many of
our established physicians are either retiring, going into research or in some other way no
longer providing medical service to our communities. Please consider the seriousness of
this problem and increase reimbursements to the physicians. It is vital.

< B
s Zﬁ-— Mm ‘i‘-‘l’w arol W %M
Mmjg% Nash Howard Nash

6455 Stone Bridge Road 6455 Stone Bridge Road

Santa Rosa, CA 95409 Santa Rosa CA 95409



September 17, 2005

To whom it may concern:

I am a registered nurse. Ihave been a provider and educator of health care in Sonoma
County for thirty years. I have had a severe pulmonary disease since 1996 and have been
retired since 1999.

Over the years I have been appalled at the steady decline in the quality of health care in
Sonoma County. If I was not knowledgeable about the provision of health care, 1 would
have been lost in the system years previously.

Sonoma County is a “non” system of care. Patients clamor for care only to be turned
away by another over worked and under paid provider. Doctors have been fleeing the
area for years and we are under-staffed with primary providers and specialty area doctors.
I have seen and heard of patients dying early because of the lack and shortage of good
health care.

I have another home on the Oregon Coast and I am very impressed with health care health
care in that state. Oregonians have other problems, like a lack of health care coverage
but the service is outstanding.

I am a resident of Sonoma County and I support the new medicare proposal. Medicare
must correct reimbursement rates in Sonoma County, NOW!

Respectfully submitted,

Laurel Freed
457 Woodley Place
Santa Rosa, CA 95409
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Robert E. Pazzoll

Health System President and Chief Oporating Officer
9th Floor - TUGMC Tel: (215) 707-5776

3509 North Broad Street Fax: (215) 707-1585

Philadelphia, PA 19140
September 18, 2005

Mark B. McClellan, M.D., Ph.D.

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Aftention: CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: TEACHING ANESTHESIOLOGISTS
CMS-1502-P

Dear Dr. McClellan:

On behalf of the Temple University Hospital, I appreciate the opportunity to comment on the Centers for
Medicare and Medicaid Services (CMS) proposed rule covering Revisions to Payment Policies under the
Medicare Physician Fee Schedule (PFS) for Calendar Year 2006.

With respect to proposed payments for teaching anesthesiologists, we request that the final rule revise the
current Medicare PFS by allowing full payment for the services they provide when directing two
overlapping procedures administered by an anesthesiology resident, when the teaching anesthesiologist is
present during the critical or key portions of both procedures.

Under current payment policy, CMS treats anesthesia services under the PFS differently than it treats
other physician services. With respect to teaching surgeons, for example, CMS allows full payment for
surgeons who direct two overlapping surgeries as long as the surgeon is present during the key or critical
portions of the surgery. ’

In contrast, CMS bases payments for anesthesia services on the sum of the “base unit” (reflecting pre-and
post-operative care) plus the anesthesia time units (actual time performing procedure). The
anesthesiologist may personally perform the service or may direct the performance by residents. When
the anesthesiologist directs the anesthesia case, however, the payment for that direction is at 50% of the
allowance otherwise recognized if the anesthesiologist personally performed the service.

We believe that the current policy unfairly discriminates against teaching anesthesiology programs by
imposing an arbitrary 50% payment reduction for this critical service. Furthermore, because the Medicare
conversion factor is approximately 40% less than prevailing commercial rates, this revenue reduction
results in payment well below the cost of delivering care and providing the medical education service.
Consequently, Temple University Hospital’s Anesthesiology program has suffered significant economic
loss and has struggled in recent years to achieve market-competitive salaries and a fully staffed
department,



TEACHING ANESTHESIOLOGISTS
CMS-1502-P
Page 2 of 2

In its proposed rule, CMS states,

...The American Society of Anesthesiologists suggests that the teaching
physician regulations for teaching anesthesiologists should be similar to those
for teaching surgeons for overlapping complex surgery in terms of critical
periods, overlap, and availability of teaching physicians. However, the critical
portions of the teaching anesthesia service and the critical portions of the
teaching surgeon service are not the same (emphasis added).

We disagree with CMS’s assessment that the critical portions of teaching anesthesiology and teaching
surgeon services are not comparable. To the contrary, it is required in all cases that the attending
physician, regardless of whether the physician is a surgeon or anesthesiologist, be present during the
critical or key portions of the procedure. The physical presence of these attending physicians allows them
to directly supervise the residents, and personally take over patient care as necessary.

For the above reasons, we urge the Centers for Medicare and Medicaid Services to revise the current
Medicare PFS by allowing full payment for the services of a teaching anesthesiologist for directing two
overlapping procedures when the teaching anesthesiologist is with the resident during the critical or key
portions of both procedures.

Sjmcerely,

Robert E. Pezzoli
President and Chief Operating Officer
Temple University Health System
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Centers for Medicare and Medicaid Services )

Dept. of Health and Human Services
Attn: CMS5-1502-P

Mailstop: C4-26-05

7500 Security Blvd.

Baltimore, Md. 21244-1850

Re: CMS-1502-P
Addendum C

This is a response or comment on behalf of the American Academy of
Maxillofacial Prosthetics (AAMP), to the Proposed Rule CMS-1502-P, with specific
reference to Addendum C.

The American Academy of Maxiliofacial Prosthetics has previously submitted
additional data regarding practice expense values for CPT codes 21076-21087.
Enclosed in this package in response to CMS-1502-P are (3) CD copies of the
spreadsheet data outlining the detail of practice expenses which accurately
reflect the multiple visit scenario inherent in the practice parameters for each of
these codes. In addition, data is included which accounts for the costs associated
with outside dental laboratory support necessary for many of these codes (*see
metal alloy frameworks via the spreadsheet). The AAMP has worked with
Carolyn Mullen of CMS throughout this process; this same data was submitted in
March of 2005 as well.

In addition, the August 8, 2005 CMS update contained a request for information
regarding pricing of SL203 — Tissue Conditioner, Coe Soft. This material is used
in many of the applications for 21076-21087 and I have enclosed pricing and unit
information for review.

Hopefuily, the data enclosed will complete the process for review and update of
the PE component of our codes.

Sincerely,
Sommm—
If’/b«-( M-
Terry M. Kelly D.M.D.

Vice President Elect
American Academy of Maxillofacial Prosthetics

5



H. Lee Moffitt Cancer Center
12902 Magnolia Drive
Tampa, FL. 33612

e-mail: kellyT@moffitt. usf.edu

phone: 813-979-3968
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TO: CMS

FROM: BETTY MCDOWELL

SEPTEMBER 19, 2005

Please be advised that | am dialysis patient. | would like my providers to be able
to continue to improve the quality of care they give. PLEASE DO NOT CUT
PAYMENTS FOR DIALYSIS. Dialysis is my life-line.

Thank you,

gyﬁu ’ %;}%@
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Center for Medicare & Medicaid Services
Department of Health and Human Services
Attention; CMS-1502-P

Baltimore, MD. 21244-8017

Re: Film Code CMS1502-P

Issue Identifier: GPCI’s Payment localities

Dear CMS Staff:

I am writing to strongly support the proposed revision to physician payment localities in
California that you published earlier this month. I hope that you adopt this rule as final in
November. As a Dominican Hospital Foundation Board member, [ am very concerned
that as our physicians age and retire, we as a community are able to attract new
physicians to take their place. I have followed the issue s surrounding the inclusion of
Santa Cruz County within locality 99 for California and welcome the opportunity to
support your proposed solution to the current inequitable payment policy. I believe
adoption of your proposed rules will go along way to ensure ongoing access to high
quality care for community residents.

As you know, physicians in Santa Cruz receive reimbursement at ievels 25€% less than
physicians in two of our neighboring counties. Current payments are about 10% less than
they should be, given the county’s current GAF. They do not reflect the high cost of
practice in our community.

You are to be commended for proposing a rule that would address this problem for
physicians in Santa Cruz and Sonoma Counties, the two most problematic counties in
California. I believe this to be fair and appropriate. Thank you for considering my
comments.

Sincerely

-

Carlos Arcangeli M.D.
1595 Soquel Dr. Ste 110
Santa Cruz, Ca. 95065
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SANTA CRUZ

W

HUMAN RESOURCES DEPARTMENT
809 Center Street, Roorn 6, Santa Cruz, CA 95060 » 831 420-5040 » Fax: 831 420-5041 » www.cLSanta-cruz.ca.us

September 19, 2005

Center for Medicare and Medicaid Services
Department of Heaith and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

To Whom It May Concern:

On behalf of the employees of the City of Santa Cruz, I am requesting your
support for an increase in the Medicare reimbursement rate for Santa Cruz County,
California, physicians.

Santa Cruz County is a beautiful place to live, rich with culture, excellent schools
and unparalleled natural beauty. It is also one of the most expensive places to live in the
country. The median price of a single family dwelling in Santa Cruz County is over
$750,000, which makes it difficult to recruit young doctors to the area. Many of the
doctors currently practicing in Santa Cruz County are approaching retirement and in
order to maintain quality healthcare in this area, we must be able to attract physicians and
other healthcare providers and compensate them fairly.

In order to continue to offer quality healthcare to the employees of the City of
Santa Cruz and to the constituents of Santa Cruz County, I ask that you consider
supporting the increase in the Medicare reimbursement rate for Santa Cruz County
physicians.

Thank you for your attention to this matter.

Sincerely,

.f‘-,\cg e @n @ érazj
.
Dee Sc t

Acting Assistant Director of Human Resources

Cc:  Richard Wilson, City Manager
Kelly Menehan, Acting Director of Human Resources

5050




551

SFp 22 %
September 19, 2005

GPCls

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention CMS-1052-P

PO Box 8017 Baltimore, MD 21244-8017

RE: Medicare Reimbursement Guidelines for Sonoma County California

Gentlemen:

We in Sonoma County need you to adjust the cost of medical services for Medicare
recipients to reflect the true cost of doing business. Sonoma County is no longer “rural.”
Santa Rosa, the county seat, has a population of well over 100,000 people with 16.6% of
the residents 60 years and older. The County is considered a part of the San Francisco
Bay Area, one of the most expensive places to live in the entire country. The median cost
of housing in Sonoma County is now over $600,000.

We are loosing doctors at an alarming rate. Six out of ten doctors are not accepting
Medicare patients. While the focus of this letter is on Medicare, I can tell you as a
Human Services Department employee that it is next to impossible for a Medi-Cal
(Medicaid) patient to find a doctor. Even those of us with good HMO coverage have
difficulty finding a doctor due to the lack of physicians and low reimbursement rates.
Increasing the amount of reimbursement to our doctors will help to attract more
practitioners to our area.

Thank you for your consideration to this request.

T Sl

Alix Ann Shor

1730 St. Francis Rd.
Santa Rosa, CA 95409
(707) 538-0708
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FELLOW, AMERICAN ACADEMY OF ORTHOPAEDIC SURGEONS 80oARD CERTIFIED

FELLOW, AMERICAN COLLEGE OF SURGEONS AMERICAN BOARD OF ORTHOPAEDIC SURGERY
FELLOW, AMERICAN ASSOCIATION OF HiP AND KNEE SURGEONS

JOHN A. BRADFORD, M.D,, PA.

ORTHOPAEDIC SURGEON

151 BROADWAY

BANGOR, MAINE 04401

TELEPHONE (207) 945-8461

FaX (207) 945-3241

Septermber 13, 2005

Centers for Medicare and Medicaid Services
Department of Human Services

Attn. CMS-1502-P

PO Box 8017

Baltimore, Maryland 21244-8017

RE: Bundling codes for treatment of fracture care
Dear Sir or Madam:

As an orthopedic surgeon, I am writing with regard to the proposal that Medicare and
Medicaid bundled cast and splint costs into the fracture code. I trust that you are aware that the
materials are indeed quite expensive, in fact more so than ever, and this constitutes a significant
burden to orthopedic surgeons especially.

Unfortunately, many of us refuse to see Medicaid patients for just this reason with
remuneration being so paltry that it is very difficult indeed. I choose not to do this and have done
a fair amount of charity care and pro-bono work as well. I am happy to continue this but hope that
the government agencies understand that this represents yet another setback in our attempt to treat
people who are often the most needy. [ would be grateful if you would kindly reverse this decision
to consider bundling codes for treatment of fracture care. Thank you for your attention to this.

Most gincerely,

Join A. Bradford, M.D.

JAB/dhpwr
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September 19, 2005
CPCIs
Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn.: CMS-1502-P
Post Office Box 8017
Baltimore, MD 21244-8017

The doctors in Sonoma County California have been delivering health services to
my wife and me for 20 yr. under Medicare. They have done a good job of doing so at a
reimbursement level equivalent to a rural area even though we are now a county of
almost a half million people, suburban to the City and County of San Francisco, and an
integral part of the Bay Area of 6, 000 000 inhabitants. Our living costs are equivalent to
all parts of this urban region.

Because of the lower level of reimbursement, many doctors are not accepting new
Medicare patients, and some have even canceled existing clients. The older population is
growing in Sonoma County and we do need Doctors to participate in the Medicare
system. We ask that you adjust the reimbursement level of our Sonoma County
Physicians commensurate with the other urban counties of the San Francisco Bay area.

Thank you for giving our request your thorough consideration.

% Obopih - Phiot iy o
Jam

es O. and Charlyn A. Boord
8831 Oakmont Drive
Santa Rosa, Ca. 95409
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September 19, '05
GPCIS

Centers for Medicare and Medicaid Services
Dept. of Health and Human Services

Attn: CMS=1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Sirs/Mmmes?

Sonoma County in California has a huge percentage of
older citizens who need "health care reqularly and need to
have dependable, readily available services to maintain
quality life.

Please increase the reimbursement rate for Sonoma County
by at least 8% to bring it more in line with current
reimbursement standards elsewhere. The population growth
in this county has increased enormously over the past 7
years, but the numbers of practicing physicians have
increased only 4%. Many doctors are moving to other places
where they can make more money, so that now thousands of our
older residents, especially those on Medicare or without any
medical insurance at all, are have a great deal of difficulty
finding a doctor to help them. This means that their medical
problems worsen without care and many will die. '

In July this year, 3/5ths of our county's primary care
physicians were NOT accepting new Medicare patients because
their reimbursements didn't compensate enough for their
expenses.

It is important that the doctors receive adequate compensation
for their many hours of hard work and dedication to the health
of our communities. Please increase the rate by at least the
proposed 8%--more if possible!

Thank you for your attention to the above.
Sincerely, ‘/Di/ ’L\LI :

Ms. Lucy Nelson 'icf M’“’
54 Ellie Drive

Santa Rosa, CA 95403
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September 19, 2005

GPCls

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention :CMS-1502-P

Gentlemen:

We join with others in our community to express our concern over the Medicare
reimbursement rates for Sonoma County, California. This area has long been established
as a Standard Metropolitan Statistical Area and yet is being treated for Medicare
reimbursement as a rural area. There is no logic or faimess to that designation when other
nearby rural counties are reimbursed at higher rates. The effect of this lower rate on our
medical community has been a persistent and drastic reduction in the retention of well
qualified physicians and other practitioners to care for this growing area. Some of our best
family physicians are now reluctantly refusing to accept patients who are covered by
Medicare because of the inability to recover the cost of treatment. The problem will only
worsen if measures to remedy this unfair designation of Sonoma County as a rural area are

not taken quickly.

A

William C. Hart

Gguwﬂ.ﬂmﬁ

Jean H. Hart
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Center for Medicare and Medicaid Services
Department of Health and Human Services
Atteniion CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: GPCls
To Whom It May Concern:

I am a member of the Monterey Bay Psychological Association (MBPA) and am writing to lend my
support for the proposed revision of the physician payment localities in California recently published in the
reference rule. With no revisions since 1996 I am pleased that you have selected two of the most highly
impacted areas in our state, Sama Cruz and Sonoma Counties, to begin correcting the problems of payment
inequities. I understand that the proposed revisions represent a fundamental issue of fairness — neighboring
counties to Santa Cruz and Sonoma have some of the highest payment levels for provider services in the
nation, ThcadjusmmmatywprwoseamopnmdyaddrmthelongMgmmbum
inequitigs in these two counties.

I understand that the CMS is interested in the opinion of the California Medical Association regarding this

proposed rule change. As a psychologist and allied professional, I have observed the negative impact of the
present rules on providers and patients atike. Santa Cruz County is one of the highest cost-of-living ar¢as in
the country, yet we have one of the lowest reimbursement rates in the state.

Thoungh I strongly support the proposed changes for Sonoma and Santa Cruz Counties, it is important to
note that we in Santa Cruz County are concerned that the current changes will not solve the problem for
Monterey County, which MBPA also represents. Yet, like Santa Cruz County, Monterey County has grown
significantly in the last 10 years and has been facing the same payment discrepancies between the
" neighboring counties that we have. As a result, Medicare recipients in Monterey County have also
experienced difficulty in finding physicians, psychologists and other service providers. I ask that you
seriously consider inchuding Monterey County in future revisions,

Omce again, I strongly support your proposed revision to the physician payment localities in California.

Respectfully yous, Q’j/ J)é ,
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Dick Linebaraer
£.0. Box 1470
Felton CA 95018

CENTER FOR MEDICARE SERVICES
P.C. BOY 107
BALTIHORE :M:D 21244

918,08
Dear CENTEP FOR MEDICARE SEPVICES.
I am a 69 1.-2 vear old quy that recelves MEDICARE services,

I do not think that MEDICARE pays enough to Doctors in Santa Cruz
County. When I went to have some tests made in my Cardloloalsts office
and when [ saw from the copy of services that vou pald for for that
vigit and tests 1 was very upset. 1 asked Dr. O’GRADY how hls office
could do such a complex and time consuming test at the price vou paid
for 1t. He told me that he lost money whenever he provided services
with a medlcare payment plan., Whenever [, or my wife. are in need of
scme medical speciallst we have to do a lot of looking to find one that
will accept either of us as a3 patient. You pay way to little for
doctors In a county where the median value of owner occupled houses is
$377.500.

[ understand that you are looking at the possibility of raising the
amount you pay to doctors in Santa Cruz County.

Please do s0.

Dick Linebarger

e




Adult & Long Term Care Dstmn

Administrative Division
Don Allegri, Division Director
Mailing Address: PO Box 1320, Santa Cruz, CA 95061
1400 Emeline Ave, Santa Cruz, CA 95060
Phone (831) 454-4391 Fax (831) 454-4290

www.hra.co.santa-cruz.ca.us

9/16/05

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P. O. Box 8017

Baltimore, MD 21244-8017

Re. File Code CMS-1502-P
Issue Identifier: GPCI’s / Payment Localities

Dear Sirs:

I am writing as the Director of Adult & Long Term Care Services, a division of the
Human Resources Agency in the County of Santa Cruz, California. This letter is sent to
strongly support your proposed revision to physician payment localities in California
recently published in the reference rule. The great difference between the cost of medical
practice in Santa Cruz County as measured by GAF cost values and the low rate of
reimbursement due to being assigned to Locality 99 has made recruitment and retention
of physicians willing to serve Medicare beneficiaries very difficult. This further
compromises the medical treatment options for the clients served in our programs.

We were pleased to see that your proposed rule would alleviate this problem by removing
Santa Cruz and Sonoma Counties from Locality 99 and placing them into unique
localities. We commend your efforts to rectify this long-standing inequity. Your proposal
wiil help to ensure access to necessary health care services. The proposed rule is fair.
Neighboring counties to Santa Cruz and Sonoma have some of the highest payment
levels for physicians in the nation. The adjustment you propose appropriately addresses
this payment imbalance. This revision would bring you closer to your goal of
reimbursing physicians based on the cost of practice in their locality.

Don Allegri

Director of Adult & g Term Care Services
Human Resources Agency

County of Santa Cruz




4453 La Paz Lane
Santa Rosa, CA 95404
September 20, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
PO Box 8017

Baitimore, MD 21244-8017

Dear Sir or Madam:

| am a resident of Sonoma County, California. | am a licensed Marriage Family
Therapist, a Registered Nurse, and a Public Health Nurse. | am also the mother
of a child with severe special needs.

I know how important adequate reimbursement is for health care providers so
that they can continue to serve the poor, elderly, and disabled. In some areas of
medicine there are only one or two providers who will take new Medicare
patients. This impacts all of our society: families, schools, businesses, and the
legal system, as individuals who need treatment are unable to receive it. People
who are unable to obtain treatment for psychiatric illness may require more
intensive treatment at greater cost and further suffering. Those with chronic
medical conditions need ongoing care so that they can prevent more costly
hospitalizations or worsening of their chronic illness.

It is important for Sonoma County health care providers to be reimbursed for their
services so that people who need their services have access to them. When
health care providers leave because they can not afford to live here they are no
longer available to provide care to any of the other citizens of the county.

My son has private insurance that covers many of his needs. Some of his peers
do not. They all deserve good care and those who provide treatment deserve to

be reimbursed in a manner that encourages them to continue to care for those on
Medicare and to remain in our community.

Please increase the rate of reimbursement by 8% for the healthcare providers in
our county. '

Sincerely,
(ot Zithwned L1 24 e

Carol L. Hasenick, RN, PHN, MFT




September 19, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: GPCls

We are writing with regard to the possible Medicare proposal to create a new payment locality
for Sonoma County. We strongly support this action. The regrettable fact is that Sonoma
County has become a very expensive place to live and work. Our understanding is that in a new
locality, the reimbursement rates used by Medicare would conform more closely to the actual
expenses incurred by physicians and other health service providers than is currently the case.

This is important because established doctors are leaving the area due to financial pressures and
both the quantity and quality of care for both Medicare beneficiaries and other patients are being
jeopardized. There is a substantial Medicare population in this county, and absent a realistic
payment schedule, the ability to attract and retain physicians locally is being compromised.

We strongly urge you to implement the proposed change Sonoma County’s payment locality in
the interest of fairness and our communities continued access to high quality medical care.

A M Alanang
Thomas G. Abrams
Anne M. Abrams

1702 Barlow Ln.
Sebastopol, CA 95472

cc: Enclosed two copies
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P.O. Box 1205
Guerneville CA 95446

September 20, 2005

To: GPClIs
From: JoAnn Cipra

RE: Medicare reimbursement in Sonoma County California

I want my voice to be heard! I am requesting that Medicare increase the
reimbursement rate in Sonoma County California by at least 8% to bring our
County back in line with current Medicare reimbursement standards.

At this time, I have very few choices of medical doctors who are accepting
Medicare insurance in Sonoma County. The reimbursement fees simply do
not cover the doctor’s expenses. What this means to me as a senior citizen, I
cannot get the medical treatment that I need. I pay the Medicare fee each
month, plus $150 a month for a Blue Cross Insurance supplement. I have NO
coverage for dental, prescriptions, eye glasses, hearing aid. It takes nearly
all my income just to cover my health expenses. This is NO way to live in my
retirement years.

Please increase the reimbursement to Sonoma County doctors so I can at least
see the professionals I need to.

I think it is very disheartening the manner in which many of us senior citizens
are forced to live under the current administration. It is a disgrace to this
country that it more and more life is only for the rich.

Sincerely,

JoAnn Cipra
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RENAL LEADERSHIP COUNCIL

Froviders of Quality Care for the Nation’s Dialysis Patients
September 20, 2005

Dr. Mark McClellan

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-1502-P: Preliminary Comments of the Renal Leadership Council on the Physician Fee
Schedule Proposed Rule

Dear Administrator MeClellan:

I am writing on behalf of the Renal Leadership Council (RLC) to present our members’
preliminary views about the Proposed Rule for Revisions to Payment Policies under the Physician
Fee Schedule for Calendar Year [CY] 2006 (Proposed Rule). 70 Fed. Reg. 45764. The RI.Cis a
coalition representing the four largest entities providing dialysis care and services to Medicare
beneficiaries: DaVita, Inc.; Fresenius Medical Care North America; Gambro Healthcare/USA; and
Renal Care Group. Collectively, these suppliers operate more than 2,700 dialysis facilities in 42
states that provide dialysis care to approximately 200,000 patients. In addition to this letter, the RLC
plans to submit more detailed comments on the Proposed Rule.

The RLC is pleased that CMS published a correction to the proposed End Stage Renal
Disease (ESRD) drug add-on adjustment. As the Agency has recognized, the Proposed Rule did not
account for three “J”-code changes implemented in 2003 and incorrectly calculated the weight for
EPO by including expenditures for hospital-based facilities. Without this correction, the drug add-
on adjustment would have inappropriately taken dollars out of the ESRD program in contrast to
congtessional intent that the changes be budget neutral. The RLC appreciates the opportunity
members had to raise our concerns with the Agency so early in the comment period and the
Agency’s prompt review and response to them.

As noted in our discussions with CMS, our membets are also concerned about several
catical issues related to the calculation of the drug add-on payment that are not addressed in the
correction notice. Specifically, the RLC urges CMS to:

. Fix the drug add-on adjustment by (1) adjusting the trend factor used to calculate the
add-on to reflect the historical trend for ESRD drugs; (2) estimating appropriately
the 2006 ASP+6 percent fot calculation of the add-on; (3) ensuring that the Agency

601 Pennsylvarua Avenue, NW, North Bldg., 10* Flr
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has correctly estimated the amount of spending on syringes used to administer EPO,
which is directly related to the actual number of EPO administrations; and (4)
calculating separate add-on adjustments for hospital-based and independent facilities
to reflect the intent of Congress.

. Provide an appropriate, stable methodology for the reimbursement of ESRD drugs
by (1) ensuring the timeliness of updates; (2) protecting small independent facilities
that are disadvantaged by a methodology that relies upon averages rather than on the
most current data; and (3) recognizing the impact a single, dominant product — EPO
— has on ptices.

L Calculating the drug add-on adjustment
A. Calculating the cotrect growth factor

CMS should correct its calculation of the trend factor used to determine the drug add-on
adjustment to reflect the historical growth rate of ESRD drugs. CMS has proposed to use an EPO-
based growth estimation of 9 percent to determine the amount at which total ESRD drug
expenditures will grow in CY 2006. This percentage does not reflect the historical trend factor.
MedPAC has consistently indicated an historical trend factor significantly higher than 9 percent. For
example, in the March 2005 report, MedPAC calculated the increase in spending for sepatately billed
drugs other than EPO as 17 percent per year between 1996 and 2003 and 14 percent per year for
EPO 2alone during the same period.' In 2 report commissioned by the Kidney Care Partners (KCP),
The Moran Company (TMC) also indicated that CMS’s proposed estimate is “materially lower than
the drug trend observed in the last few years for which ESRD drug claims data are publicly
available.” TMC’s analysis of the publicly available 5 percent sample data indicates a growth trend
of approximately 11.2 percent from 2001-2003.° Although it may be true that there is no clear and
consistent pattern of year-to-year changes in drug spending, using the aggregate trend rather than an
artificial annual trend will produce meaningful differences in the drug add-on adjustment. When
comparing these different approaches, TMC calculated that within 3 years, the use of a 9 percent
growth rate rather than an 11.2 percent growth rate would result in 2 6.18 percent difference,

'"MedPAC, “Report to the Congress: Medicare Payment Policy,” 123 (March 2005).

*The Moran Company, “Analysis of the Proposed 2006 Update to the ESRD Prospective Payment System” 6
{September 2005).

34
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assuming a stable base.” Because the calculation of the growth factor significantly affects the overall
add-on percentage, it is critical that CMS use the more accurate historical trend data.

In addition, the RLC disagrees with the Agency’s assessment that it is “reasonable to
correlate the growth of Epogen and separately billable drugs in an independent facility, since
Epogen constitute(s] the largest amount of drugs dispensed in an independent facility.” 70 Fed.
Reg. at 45791. Even though it is true that independent facilities dispense more EPO than the other
separately billable drugs, there is no evidence that this fact necessarily leads to the conclusion that
the growth rate for other separately billable drugs matches that of EPO. The RLC members’
experience indicates that the growth of several of the other separately billable drugs historically has
exceeded the growth rate of EPO. As already noted, MedPAC also recognizes this difference in
trends. In its March 2005 report and contrary to the assumption in the Proposed Rule, MedPAC
estimated a difference three-percentage points in the growth trends of EPO and the other separately

billable drugs.6

Given the calculations of significantly higher percentage increases in the growth trend by
MedPAC and TMC, as well as MedPAC’s ability to estimate different growth rates for EPO and
other separately billable drugs, it seems clear that CMS has miscalculated the trend factor and
applied an incotrect assumption. Thus, the RLC urges CMS to develop separate trend factors for
EPO and other separately billable drugs and to use historical data that are also available to the public

for verification.
B. Estimating the 2006 ASP+6 percent

The RLC is concerned that the proposed methodology for calculating the 2006 ASP+6
petcent for purposes of determining the drug add-on adjustment will result in an understatement of
reimbursement and will not be budget neutral. Any methodology adopted should be based upon the
most recent manufacturer pricing data available — rather than a four-quarters average — to more
accurately reflect price changes in the payments.

CMS should include an inflation factor that represents historical trends of ESRD drugs only,
not all drugs in the aggregate. The proposed inflation factor of 5.7 percent, which is the forecast of
the Producer Price Index (PPI) for all presctiption drugs, does not reflect the actual ESRD drug
trends. The table below shows the recent ASP+6 percent trends for ESRD drugs, the actual trend
shows declining prices of 1.2 percent overall and 6.3 percent for the non-EPO drugs.

514,

e supra, note 1.
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Jan'05 Apr'05 Jul'05

Payment Payment Payment Jul'05 vs.
Drug Limit Limit Limijt Jan'05
Epogen $9.317 $9.250 $9.307 (0.1%)
Zemplar $4.017 $3.971 $3.871 (3.6%0)
Venofer $0.362 $0.365 $0.365 0.8%
Hectorol $2.797 $2.784 $1.501 (46.3%)
Ferrlecit $4.829 §$4.726 $4.713 (2.4%)
infed $11.660 $11.218 $11.223 1.5%
Carnitor $14.649 $11.122 $12.174 (16.9%)
Alteplase $30.152 $30.089 $30.772 2.1%
Calcitriol $0.710 $0.859 $0.623 (12.3%)
Vancomycin $2.419 $3.188 $2.983 23.3%
Weighted Avg ASP+6%
Total 3 7.69 § 7.58 § 7.60 (1.2%)
Non-Epogen $ 427 $ 406 $ 4.00 (6.3%)

A broad industry update trend of 5.7 percent is not an appropriate estimate for ESRD.

C. Estimating of the number of EPO administrations

Additionally, the RI.C is concerned that CMS has overstated the number of administrations
of EPO in its calculation of the drug add-on adjustment. In the Proposed Rule, CMS estimates the
number of administrations of EPO to deduct the 50 cents included in EPO payments for synnges
from the total 2005 spending for this drug. CMS calculated the aggregate synnge value to be $1.6
million for hospital-based facilities and $26.8 million for independent facilities. 70 Fed. Reg. at
45791. According to TMC analysis, even if facilities administered EPO in conjunction with each of
the 34.5 million projected dialysis treatments, the total amount of payments attributable to syringes
would be $0.50 * 34.5 million = $17.25 million in the aggn:gate.7 Because not all patients receive
EPOQ duting each treatment, that estimate also overstates the true cost of syringes. It is more likely
that the amount would be $15 — 16 million. The RLC strongly encourages CMS to modify its
estimation of the amount attributable to syringes for purposes of calculating the drug add-on
adjustment.

See supra, note 2 at 8.
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D. Establishing two drug add-on adjustments

If CMS maintains distinct drug reimbursement methodologies for hospital-based and
independent facilities, it should establish distinct drug add-on adjustments. CMS has incortectly
interpreted Section 623(d) of the Medicare Prescription Drug, Imptovement, and Modernization Act
of 2003 (MMA) to require it to adopt 2 single add-on adjustment for both hospital-based and
independent facilities. This interpretation ignores statutory rules of construction and the legislative
history. Itis also inconsistent with CMS precedent and public policy. Therefore, the RLC urges
CMS to revise its interpretation of this section and to implement two separate drug add-on
adjustments.®

The plain language and legislative history of Section 623 requires the creation of separate
add-on adjustments because both demonstrate that Congress did not seek to upset the existing
balance between hospital-based and independent facilities. Congress did not require CMS to adopt a
single reimbursement methodology for separately billable drugs. See 42 U.S.C. § 1395rx(b)(13)(A);
H. Rep. No. 108-391 at 683-87. 'The text and Conference Repott indicate that Congress intended to
modify only the payments for erythropoietin and drugs billed separately by independent facilities. If
Congress had intended to establish a single reimbursement methodology for all drugs billed
separately by hospital-based and independent facilities, it would have expressly eliminated the
authority upon which CMS relies to use a cost-based methodology to reimburse hospital-based
facilities for separately billable drugs. It did not. JSee Social Security Act § 1861(v). The only
changes Congress made were to the methodology the Agency employs to reimburse independent
facilities for all separately billable drugs and hospital-based facilities for EPO.

Because Congress maintained the distinction in the reimbursement methodology, it would
be inconsistent for the Agency to adopt a single drug add-on adjustment to apply across the
different methodologies. The clear intent of Congress was for the Agency to establish separate drug
add-on adjustments. In addition to the text and legislative history, the bill’s managers — Sens.
Grassley, Baucus, Santorum, and Conrad — have indicated in a letter to CMS that they envisioned
two distinct add-on adjustments as well. Other agencies also supportt this interpretation. For
example, when the Office of the Inspector General (OIG) conducted its congressionally mandated
study to determine the cost of separately billable drugs, it expressly excluded the hospital-based
facilities from its analysis, consistent with the mandates of the MMA.’

*In addition to this brief analysis, the RLC has prepared a detailed legal analysis to present to the CMS Office of the
General Counsel in the coming days.

’OIG, “Medicare Reimbursement for Existing End Stage Renal Disease Drugs” (May 2004).
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CMS incorrectly asserted in the CY 2005 Final Rule that the use of the word “difference” in
the singular form requires the Agency to establish a single, integrated add-on petcentage. In
addition to being inconsistent with the Agency’s initial interpretation of the statute, it also fails to
comply with the statutory rule that states that legislative terms that are singular in form may apply to
multiple subjects or objects. See Smith v. Zachary, 255 F.3d 446 (7th Cir. 2001); Johnson v. Penrod
Dnilling Co., 803 F.2d 867 (Sth Cir. 1986); see aiso, 1 U.S.C. § 1 (“[in determining the meaning of any
Act of Congress ... wotds importing the singular number include and apply to several persons,
parties, of things). Thus, CMS’s assertion that it must interpret the term “difference” as requiring
only one add-on adjustment is incorrect. *

A single drug add-on adjustment also thwarts Congtessional intent by providing a windfall to
hospital-based facilities and reducing the overall reimbursement amount independent facilities
recetve. According to TMC’s analysis, the windfall problem would continue under the Proposed
Rule if adopted by increasing hospital-based facility reimbursement approximately $54 million and
lowering the reimbursement to independent facilities by the same amount in 2006 alone.”” The two-
year combined effect would result in a decrease of $82 million to independent facilities.” The single
add-on adjustment would lead to a loss of approximately $2.00 per treatment for independent
facilities, while hospital-based facilities will receive a windfall of approximately $11 per treatment in
addition to their profits on separately billable drugs. Independent facilities provide the majority of
care to individual with kidney failure. The continued extraction of funding from their
reimbursement will negatively affect access to care and drive patients to higher cost settings.
Allowing this windfall inappropriately rewards hospital-based facilities for providing the same care
that independent facilities do. In addition to being bad policy and inconsistent with Congress’s

YIn addition, CMS incorrectly asserts that 42 U.S.C. § 1395ce(b)(7) requires it to adopt a single add-on adjustment to
allow it {0 maintain higher payments to hospital-based facilities. 69 Fed. Reg. at 66320. This interpretation is incorrect
because 42 U.S.C. § 139511(b)(7) requires only that the rates between the types of facilities be different; the statute does
not specify that the hospital-based rate must be higher. 42 U.S.C. § 1395ex(b) (7).

CMS also incorrectly implies that it must adopt a single add-on adjustment because to do otherwise would require
different calculations for budget neutrality and the case-mix adjustors based upon facility type. Nothing in the statute
requires the calculation of the add-on adjustment to be implemented in the same manner as the case-mix adjustors or
the budget neutrality requirement. In addition, it is not approptiate to compare the case-mix adjustors to the drug
payment add-on because they are based on different underlying payment methodologies. Providing separate add-on
adjustments would result in different payment rates to independent and hospital-based facilities, but would not run afoul
of the budget neutrality requirement, as CMS itself implied in the preamble to last year's Notice of Proposed Rulemaking
for CY 2005 by stating that providing separate add-on adjustments was a legitimate alternative to a single add-on
adjustment.

N See epra, note 2 at 9.
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mandate, it also contradicts the statutory requitement to establish payment methodologies that
encourage efficient care. See 42 U.S.C. § 1395re(b)(7).

To comply with Congressional intent, CMS should ensure that the drug add-on adjustment
provides an appropriate offset to the legislated changes in the drug reimbursement methodology.
This means that hospital-based facilities must have an add-on adjustment that accounts for changes
in EPO payments and that independent facilities must receive an add-on adjustment that accounts
for changes in the reimbursement for all sepatately billed drugs, including EPO.

IL. Determining the appropriate methodology for teimbursing separately billable
drugs

Establishing a new methodology for reimbutsing all separately billable drugs provided by
independent facilities and EPO provided by hospital-based facilities will dramatically affect the
overall reimbursement to dialysis facilitics, as well as the ability of these facilities to provide high
quality cate to patients. The RLC strongly urges CMS to consider the economic hardship inherent
in 2 system in which reimbursement lags real provider payments particularly in an environment
where drugs are a major component of the therapy provided, and a single, dominant product (EPO)
can materially impact this equation.

The ESRD program presents unique challenges when establishing a reimbursement
methodology for drugs. More than in any other aspect of outpatient care, drug therapy is a
significant component of the life-sustaining services delivered to dialysis patients. Patients receive
one or more of these drugs during each of their thrice-weekly dialysis sessions. Drugs account for
approximately 40 percent of revenues, with EPO accounting for 70 percent of this amount.
Another challenge is that the drug that has had the greatest impact on improving patient care and
quality of life and is administered to most patients — EPO — is provided by a single manufacturer.
This manufacturer dominates the market.

Because of these factors, facilities are particularly sensitive to the lag time between a
manufacturer’s increase in price and its inclusion in the reimbursement rate. Using a system that
telies upon annual averages rather than the most current data means that facilities will receive
payments that do not cover the current cost of the drugs they provide. Given the already negative
Medicare margins, as recognized by MedPAC," and the lack of an annual update mechanism,
facilities simply do not have the financial flexibility to make up such differences.

13See spra, note 1 at 129.
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In addition to being disadvantaged by a methodology with a lag time between payment rates
and actual costs, small, independent facilities would also suffer under a system that relies upon
industry averages. These facilities are most often located in underserved, low-population, rural areas.
They do not have the same buying power ot economies of scale that larger facilities do. This
difference usually results in such facilities paying higher prices for drugs. If they are reimbursed at
an average amount that includes the significantly lower prices negotiated by large dialysis
organizations, it is unlikely that they could cover the true cost of their drugs with Medicare
payments.

In addition to these comments, the RLC may respond more extensively under separate cover
to the proposal to shift to an Average Sales Price methodology. The RLC is currently working with
TMC to evaluate the effect of this change and will provide CMS with comments based upon this
work before the end of the comment period. Consistent with recommendations from CMS
personnel during a recent meeting, the RLC is scheduling a meeting with Liz Richter and Amy
Bassano to discuss alternatives and develop a workable solution to this issue.

V. Conclusion

The RLC members sincerely appreciate your review of our concerns and look forward to
working with the Agency to resolve them. Again, the RLC is extremely pleased that the Agency
issued a correction acknowledging the errors related to the “J”-codes and the resultant weighting
changes for the top ten ESRD drugs, including EPO. We look forward to having the opportunity to
discuss these, as well as our subsequent, comments with you in petson. In the meantime, please do
not hesitate to contact Kathy Means at 202-457-6328 if you have questions regarding these
comments.

Sincerely,

Marilyn Yager g

Executive Director
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Analysis of the Proposed 2006 Update to the
ESRD Prospective Payment System

On Monday, August 8, 2005, the Centers for Medicare and Medicaid Services (CMS)
published a proposed rule setting forth policy and methodology changes for 2006 in the
prospective payment system for End Stage Renal Disease (ESRD) services under
Medicare. On August 26, CMS posted a correction notice on its Web site revising some
of the data used to calculate the 2006 payment amounts, and providing corrected update
adjustment factors. The Moran Company was commissioned by Kidney Care Partners
(KCP) to conduct an analysis of the data and methodology used by CMS to determine its
proposed payment policy, in order to identify methodology and data issues that might
warrant comments on the proposed rule. This report presents our findings regarding
issues of potential technical concern that KCP may wish to address in communications
with the agency going forward. Our analysis is directed toward the CMS data and
methodology as amended by the correction notice.

Policy Summary

In the Medicare Modernization Act (MMA), Congress mandated a number of important
policy changes to reimbursement for treatment of dialysis patients. Prior to 2005,
Medicare made two types of payments to ESRD providers:

® They were paid a flat dollar “composite rate” payment per dialysis treatment.

» They were separately reimbursed for drugs under the then-prevailing payment
methodology under §1842(o) of the Social Security Act', which provided for
reimbursement of drugs at Average Wholesale Price (AWP) minus 5% (although
erythropoietin (EPO) for ESRD use was reimbursed at a separate statutory rate of
$10.00 per 1,000 units.)

In the MMA:

* The Congress provided a uniform 1.6% update to the base composite rate for both
hospitals and free-standing facilities.

* The Congress directed that, in lieu of prior payment methodologies, ESRD
providers would be reimbursed for the actual acquisition cost of drugs.

¢ The statute provided a prospective adjustment to the basic composite rate,
commonly called the “drug spread add-on”, to reflect compensation to ESRD
providers for the loss of the “spread” between prior payments and acquisition
cost.

! Statutory references in this paper, unless otherwise noted, are to the Social Security Act, as amended by
MMA.

THE MORAN COMPANY




* The statute authorized the Secretary to make case mix adjustments for ESRD
patients, and to adjust the wage indexing methodology applied to ESRD

payments,

CMS implemented these payment changes for 2005 by mlemaking in calendar year 2004,
In that process, CMS made a number of significant policy choices:

» It elected to use pricing information collected by the Health and Human Services
Office of Inspector General (OIG) to set “average acquisition cost” payments for
ESRD drugs.

e Itelected to implement the drug spread add-on as a percentage adjustment (8.7%
in the Final Rule) applied uniformly to both the hospital and free-standing facility
rates,

It implemented a limited system of case mix adjustment.
¢ It deferred implementation of wage index adjustments.

For 2006, CMS is proposing to revisit some, but not all, of these policy choices.
Highlights of the proposed rule include the following:

¢ For 2006 and later years, CMS proposes to move ESRD drug reimbursement from
the current schedule based on acquisition costs to payment under §1847A, which
provides for reimbursement of all ESRD drugs at average sales price (ASP) plus
6%. Beginning 1/1/06, these payment rates will be updated quarterly.

e CMS will update the drug spread add-on required by the statute in 2006 to reflect
this change, and to incorporate later data.

» CMS will implement a transition to a new wage index policy based on the
recently-revised structure for wage area classification implemented for other
payment systems.

» CMS is proposing no changes in the case mix adjustment system implemented in
the 2005 Final Rule,

Based on our review of these policy changes, and the data and methodological issues that
underlie them, we believe that the primary issues of concern to the KCP members are
likely to flow from the way in which CMS elected to update the drug spread add-on
adjustment, which it is proposing to increase from the 8.7% adjustment provided in the
2005 rates to an 11.3% adjustment for 2006.2

The Drug Spread Add-On Methodology

While CMS draws on data from a variety of sources to determine the amount it proposes
for the drug spread add-on adjustment, the critical variables are presented in Figure One.

2 This amount was corrected, in the Web site notice, from the published value of 8.9%.
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Figure One

% ADD-ON = WTD % CHANGE * PRIOR LAW DRUG 333
TREATMENTS * WTD COMPOSITE RATE

As indicated in that figure, there are four key variables that drive calculation of the
adjustment:

¢ The percentage change in payment rates for ESRD drugs between prior policy and
the proposed payment methodology, weighted by volume across the drugs
actually used by ESRD providers.

» CMS’s estimate of the volume of drug spending that would have occurred under
prior law.

These two values are multiplied together to obtain an estimate of the aggregate dollar
value of the difference between prior payment policy and the proposed policy. This
value is then related to the composite rate via two additional variables.

¢ The estimated number of dialysis treatments to be performed in the adjustment
year; and

* The weighted average value of the composite rate (which we estimate, using CMS
data, to be $128.81 in 2005 and later years).

First, the estimated dollar difference between prior and proposed drug payment policy is
divided by the estimated treatments to convert it into a per treatment value. This value is
than divided by the $128.81/treatment weighted composite rate to determine the add-on
percentage.

As indicated in Figure One, this methodology creates a linear relationship between the
estimate of the add-on percentage, and changes in any of these four variables. Holding
the other three variables constant, a ten percent increase in the value of a variable in the
numerator will increase the add-on percentage by ten percent, e.g., from 11.3% to 12.4%.
Conversely, a ten percent increase in the estimated number of treatments would reduce
the value of the add-on percentage by a factor of 1/1.1, or by 9.09% percent.

Based on our analysis, we do not believe that the variables in the denominator of this
calculation have a meaningful effect on the accuracy of the CMS add-on estimate. With
respect to the composite rate, this is true tautologically, since the composite rate values
are fixed in statute and hence invariant. While CMS slightly reduced the estimate of
treatments from the 35.8 million estimate in the 2005 Final Rule to the 35.4 million value
used in the proposed rule, this change of slightly more than 1% in the numerator would
cause only a comparably small change in the add-on percentage.

THE MORAN COMPANY




4

Variations in the data CMS uses in the numerator of this calculation, however, could have
a more material effect, since our analysis suggests the potential for greater uncertainty
over the appropriate values to use for each of these variables. In the sections that follow,
we discuss each of these values in turn,

The Weighted Percentage Change Calculation
The methodology CMS has employed in all three rulemakings related to the ESRD
prospective payment system is summarized in the graphic in Figure Two.

Figure Two

~ ~
§IS47A Pl::g'n SHARES
WTD % CHANGE =| | — |==|—| | % |—
- _/

Under this methodology, CMS determines three sets of values for each of the top ten
(volume) ESRD drugs:

* The dollar per unit value of the post-MMA drug payment policy (in this case,
ASP + 6%) for each drug.

* The dollar per unit value of the pre-MMA drug payment policy ($10/1,000 for
EPO, AWP-5% for the others); and

* The respective market share of the drug among the top ten, weighted by payment
volume.

Using these variables, CMS calculates a percentage change from pre- to post-policy
prices for each of the ten drugs, and then produces a composite percentage change
weighted by payment market share. Table One shows the data CMS is using in this
proposed rule as amended by the correction notice, to make this calculation.
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Table One

Calculation of Weighted Percentage Change Due to Payment Policy Change

Table 20 Table 21 Table 22 Table 23
Weighted Impact

Drugs ASP+62Q05 AWP2Q05 %ofTopTer % Change

EPO 5 925 3 10.00 69.33% 7.50% -5.20%
Calcitriol $ 086 $ 140 0.84% 38.70% -0.33%
Doxecalciferol $ 278 $ 3n 1.48% 10.60% -0.16%
Iron dextran 5 11.22 $ 18.04 0.23% 37.80% -0.09%
tron sucrose $ 037 $ 066 7.03% 45.10% -3.17%
Levocarnitine $ 1112 $ 3675 0.77% 69.70% -0.54%
Paracalcitol $ 397 3 537 14.61% 26.00% -3.80%
Sodium ferricglut  $  4.73 $§ 823 4.96% 42.60% -2.11%
Alteplase, recomb $ 3009 $ 3882 0.56% 22.50% -0.13%
Vancomycin $ 319 $ 555 0.19% 42.60% -0.08%

-15.59%

The data values for the pre- and post-policy prices are based on administrative data. The
ASP-based payment values are derived from manufacturer ASP reports for the second
calendar quarter of 2005; the values published track to the values presently reported for
this period on the CMS Web site. The prior law payment values are derived from
published AWP prices for the first quarter of 2005; these have been updated to the second
quarter using an increase percentage that annualizes to 3.0%.

As the data suggest, the percentage change calculated using this methodology is highly
sensitive to the market share assumptions, particularly that for EPO. In contrast to all
other drugs, the pre- to post-policy payment change for EPO is only 7.5%, in comparison
to the 10-70% changes for the other products. Since EPO is the dominant product,
relatively small changes in the market share attributed to EPO can produce large changes
in the reported composite percentage change — which as noted above produces a
proportional increase (or decrease) in the add-on percentage.

e CMS indicates in the proposed rule that the market share values it is using are
derived from 2004 claims data. Since these data were not available in time for
this analysis, it is impossible, at this point, to verify this calculation.

These data, however, were completely revised by the correction notice.

In the proposed rule, CMS indicated that it would use full year market share data
from 2004 — a period prior to the change in payment methodology — to weight this
calculation. We believe that this is the correct methodology choice.

¢ Absent evidence that the revised data reflect errors, we believe that this
calculation, as corrected, has been properly done.
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Estimating Pre-Policy ESRD Drug Spending

As suggested above, the other major determinant of the accuracy of the drug spread add-
on adjustment percentage is the accuracy of CMS’s estimates of pre-policy drug
spending. A formal statement of CMS’s approach to estimate these values would be the
following:

Figure Three

PRIOR LAW DRUG $$3vear = ACTUAL $8$8$3003 * (1 + TREND)(YEAR-2003)

In its methodology description, CMS indicates that it bases its projections on actual
claims data for drugs billed by ESRD providers in 2003. After conversations with CMS
analysts involved in generating these estimates, we have checked their 2003 EPO
spending estimates against publicly-available data from the 2003 5% Outpatient Standard
Analytical File (SAF), and believe that the base values they are using are consistent with
the data we see in the SAF.

To index these values forward to 2005 (and subsequently to 2006), CMS indicates that it
performed an analysis involving 2005 claims data, in which they derived a year over year
growth trend of 9% for EPO, and then applied that trend to update both EPO and non-
EPO drug spending to 2005 (and then to 2006).

Since the 2005 claims data CMS employed in this analysis are not available to the public,
we cannot verify the accuracy of this estimate, or test the applicability of this EPO-based
trend to other products.

This value, however, is materially lower than the drug trend observed in the last few
years for which ESRD drug claims data are publicly available, As CMS indicates in its
discussion of this issue in the preamble to the proposed rule, there is no clear and
consistent pattern of year-to-year changes in drug spending. In the aggregate, however,
the trend is clearly upward: the 2003 drug spending totals for all ESRD drugs reflect an
11.2% compound annual increase over the level of ESRD drug spending in 2001.

Since, as noted above, the drug spread add-on percentage varies in direct proportion to
changes in estimated prior law drug spending, even relatively small differences in
assumed growth rates, when compounded over a 2-3 period, can produce meaningful
differences in the drug spread add-on percentage. This reality is demonstrated in Table
Two.
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Table Two
Effect of Alternative Drug Spending Growth Assumptions

9% Growth Rate 11.2% Growth Rate
2003 Base 100.00 100.00
2006 Estimate 129.50 137.50
% Difference 6.18%

As shown in this table, a 2.2% difference in the annual trend assumption employed in the
CMS methodology would, compounded over the three year period between 2003 and
2006, result in a 6.18% difference in the value of prior law ESRD drug spending 2006,
which, holding everything else constant, could increase the calculated drug spread add-on
percentage from 11.3% to 12.0%%.

The exact effect of disparities in trend assumptions, over time, will depend on whether
and how CMS makes future adjustments to reflect variance between forecast trends and
actual changes in ESRD drug spending. The presentation in the proposed rule suggests
that CMS intends to anchor its future calculations in historical drug spending data for CY
2004, and then to continually rebase the calculation to historical actuals before estimating
a new prospective adjustment.

If this methodology is followed, the impact will depend on whether the variance between
projected trends and actuals is random over time. If CMS overestimates trend in some
years while under-estimating trend in other years, the cumulative effect of prospective
adjustments would be neutral relative to the statutory intent to make budget-neutral
adjustments to the drug spread add-on adjustment going forward.

If, however, there is a bias (even if inadvertent) in the relationship between forecast

trends and subsequent actuals, errors relative to pure budget neutrality could accumulate
over time. Table Three shows the potential magnitude of such effects.
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Table Three
Effects of Lags in Adjustments to Drug Spread Add-On Calculations

Base Year 2005  Year | Year2  Year3

Hypothetical CMS Projected Trend 9% 9% 9%
Hypothetical "Actual” Trend 12% 12% 12%
Drug Spend Add-On Units 100.00
Contemporaneous Estimates w. Retro Adjustment 109.00 12208 136.73
Actual Drug Spend 112.00  125.44 140.49
Disparity (3.00) (336) (3.76)

In this table, we have applied the stated CMS estimating methodology in a scenario in
which drug trend was consistently estimated at 9%, but actual trend was retrospectively
determined to be 12%. In each year, we have retrospectively adjusted the prior year’s
drug trend to the actual before applying the 9% forecast trend off that adjusted base. As
the data presented in the table indicate, a consistent downward bias in the prospective
estimate would mean that, even after reconciliation to known actuals, the drug spread
add-on percentage calculation would accumulate errors.® Since payments to providers
would not be retrospectively adjusted to offset the prior underestimate, there would be a
widening disparity between actual payments and true budget neutrality.

The Adjustment for EPO Syringes

In its projections of pre-policy drug spending, CMS correctly adjusts the values used to
reflect the fact that, beginning in 2005, Medicare makes separate payment at $0.50 per
unit for syringes used to administer EPO for ESRD use. In the proposed rule, CMS
indicates that the amounts of the adjustments made were $1.6 million for hospital-based
facilities and $26.8 million for free-standing facilities. While claims data for 2005 are
not yet available to directly check these values, there is reason to believe that these
amounts may be overstated, resulting in a corresponding understatement of pre-policy
drug spending in 2005 and 2006. The reason for this conclusion is that, even were it
assumed that Medicare would pay for an EPO syringe in 100% of the estimated 34.5
million dialysis treatments, total spending on syringes would be only $17.25 million
across both settings of care. It is our understanding that intermediaries will reimburse
only one syringe per dialysis treatment. We believe, therefore, that CMS should recheck
the source of the data being used to make these adjustments.

Measuring the Effects of Uniform Adjustments on Free-standing Providers

Whatever judgment KCP members may reach about the accuracy of the drug spread add-
on adjustment percentage, CMS’s decision to continue to make uniform adjustments to

* If the prospective trend estimate reflected a consistent over-estimate, of course, the bias would work in the
opposite direction.
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both the hospital and free-standing rates means that a proportionate share of the
adjustment will be paid to hospital-based providers in 2006, even though they will
continue to be paid on a cost basis for drugs other than EPO. KCP members requested
that we update our prior estimates of the magnitude of this effect to be consistent with the
CMS proposed add-on percentage of 11.3%. Our findings from this analysis are
presented in Table Four.

Table Four

Impact of Uniform Adjustment Policy on Free-Standing Providers

Estimates of Dollar Value of Reimbursement Policy Change

2005 2006 2006 Treatments Base Rate  Adjustment Variance
Base Increment Implied Value
(millions of dollars) {millions of dollars)
Hospital EPO 318 52 $20 4,946,302 $132.41 $74 +3554
Freestanding Total $445 $50 $495 30,453,698 $128.35 $442 -$54
$463 $52 £516 35,400,000 $516

As these data indicate, the corrected CMS add-on percentage is consistent with an
estimate that the MMA reimbursement policy change will lower EPO reimbursements to
hospitals by approximately $20 million in 2006, while drug reimbursements to free-
standing providers would be lower by $495 million. By applying a uniform percentage
adjustment to both the hospital and free-standing rates, however, the CMS methodology
weights the value of the adjustment toward hospital providers. We estimate that an
11.3% adjustment would increase hospital reimbursements by approximately $54 million
in 2006. This $54 million gain relative to CMS’s estimates of the reimbursement policy
shortfall would be offset, however, by lowering reimbursements to freestanding providers
by the same amount, or $1.53 per treatment ($54 million divided by 35.4 million
projected treatments). If a uniform add-on policy is implemented in the Final Rule for
2006, the cumulative effect of this reallocation of the drug spread add-on would reduce
payments to free-standing providers in 2005-2006 by $82 million.

In evaluating the appropriateness of the uniform adjustment policy, KCP members asked
us to evaluate how cost-based reimbursement for non-EPO drugs in the hospital setting
affects the economics of dialysis treatment by hospital-based providers. To evaluate this
question, we tabulated payments to hospital-based ESRD providers for non-EPO drugs as
reported in the 2003 5% Sample Outpatient Standard Analytical File. Our findings are as
follows:
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Table Five
Non-EPO Drug Reimbursements by Provider Type
Drug Average Payment Per Unit, 2003

Free-Standing Hospitai-Based Hospital/Free-Standing
Alteplase $ 2739 § 52.03 190%
Calcitrio] $ 120 § 4.62 384%
Doxercalciferol 3 414 $ 9.50 229%
Iron Dextran $ 1398 § 30.46 218%
Iron Sucrose $ 058 $ 1.19 206%
Levocamitine $ 26.66 § 28.72 - 108%
Paricalcitol $ 434 § 11.70 270%
Sodium ferric glut 3 7.08 § 18.26 258%
Vancomycin HCL 5 545 § 13.28 243%

These data are preliminary, and should be interpreted with considerable caution. This
table reports the payment values, recorded at the level of individual claims, for dialysis
provider bill types presented by both hospitals and free-standing providers. It is our
understanding that, in paying ESRD claims from hospital-based providers, fiscal
intermediaries annually establish prospective payment rates for ESRD drugs other than
EPQ based on hospital billed charge amounts for each drug, and the cost-to-charge ratio
information presented on cost reports. This practice is consistent with the statutory
payment policy of cost-based reimbursement for these drugs. We have confirmed that, in
the underlying data, the drug-specific payment amounts do vary by hospital. Absent far
more detailed analysis of these data, however, we cannot tell whether the significant
observed disparities in reimbursement for these drugs between hospital-based and free-
standing providers reflect actual reimbursement differences, rather than being artifacts of
anomalies in unit coding of these drugs by hospital-based providers.*

Summary Conclusions

As the discussion in the preceding scctions makes clear, our analysis suggests that CMS’s
calculation of an 11.3% drug spread add-on, while materially corrected from the
calculations presented in the proposed rule, may still be subject to some degree of
uncertainty. Although CMS’s estimate of dialysis treatments in either 2005 or 2006
could be a potential source of error, we do not believe such an error, if any, is likely to be
material. By contrast, potential errors in either the policy change percentage, or the

* In prior work, we have noted that unit coding errors in hospital outpatient departments for separately-
reimbursed prescription drugs can be frequent. In the hospital OPPS, errors in coding translate directly into
errors in payment, since the payment methodology works on a per-unit basis. In the instant case, however,
if intermediaries are paying for drugs based on charge information rather than the unit count, payments for
the drugs could accurately reflect the Medicare concept of reasonable cost even if the cost per observed unit
appear inflated relative to the AWP-based payment policy applicable to freestanding centers in 2003,
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estimate of prior law drug spending in 2005 and 2006, could be material. Though CMS
has made a substantial effort to correct its calculation of the weighted change in payment
rates between prior policy and current law, subsequent experience may show that CMS’s
estimate of a 9% drug growth trend may be understated. As noted above, consistent
underestimates, if accumulated over time, could lower payments to ESRD providers
relative to budget neutrality.’

i evaluating the accuracy of compensation for policy changes in drug reimbursement, it is also important
to understand that, under the ESRD prospective payment methodology CMS has implemented, the portion
of the payment intended to compensate providers for changes in drug reimbursement is subject to wage
indexation. While this payment policy is clearly implied by the language of §623 of MMA, it has the effect
redistributing the add-on value relative to the drug costs experienced by providers, which are generally
based on uniform national market prices.
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DEDICATED TO THE HEALTH OF ALL CHILDREN" s ,,
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September 22, 2005

Mark B. McClellan, MD, PhD
Administrator

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Room 443-G

Hubert H. Humphrey Building

200 Independence Avenue, SW
Washington, DC 20201

Re:  Medicare Program, Revisions to Payment Policies Under the Physician Fee
Schedule for Calendar Year 2006; Proposed Rule; CMS-1502-P

Dear Dr McClellan;

The American Academy of Pediatrics (AAP) appreciates the opportunity to provide
comments on the August 8™ Notice of Proposed Rulemaking entitled Medicare Program;
Revisions to Payment Policies Under the Physician Fee Schedule for Calendar Year 2006.
Although very few pediatric services are included in the Medicare program, payment
policies introduced in Medicare are frequently adopted by the Medicaid program and
eventually by private payors. Therefore, the Academy offers these comments on the
proposed rule to ensure that new policies appropriately accommedate the unique aspects of
health care services delivered by primary care pediatricians, pediatric medical
subspecialists, and pediatric surgical specialists.

Oral/Intranasal Immunization Administration Codes (90467-90468 and 90473-90474)

The Academy strongly applauds CMS for publishing the RUC-recommended relative
value units (RVUs) for the oral/intranasal immunization administration codes (90467-
90468 and 90473-90474). By virtue of this action, CMS has measurably reduced financial
impediments to appropriate and timely immunizations, the full impact of which is
magnified by the significant influence that Medicare payment policy has on the Medicaid
program and the private sector.

Relative Value Units for Non-Covered Services

There remain two “N” (noncovered) status codes for which CMS has not yet published
RUC-recommended RVUs:

1. Code 99173 (screening test of visual acuity, quantitative, bilateral) and
2. Code 92551 (screening test, pure tone, air only)



Codes 99173 and 92551 have been through the RUC, where direct practice expense inputs were
approved and recommended for inclusion in RBRVS. However, vision and hearing screening are
Medicare non-covered services. CMS’ refusal to publish RVUs for such pediatric services even
though the codes have gone through the same validated valuation process as active Medicare
codes distinctly disadvantages children, their providers, and children’s preventive health
services. Based on our aforementioned arguments, we reiterate that CMS has a responsibility to
publish RVUs for codes even when such services may not be covered under the Medicare
program.

On page 66245 of the 2005 final rule (Vol. 69, No. 219, November 15, 2004), CMS noted,
“because we have not yet established a consistent policy regarding the publication of RVUs for
noncovered services, we will need to examine this issue further to carefully weigh the pros and
cons of publishing these RVUs for noncovered services.” The AAP believes that CMS already
has a policy on noncovered services; it was established when CMS published RVUs for the
preventive medicine services codes (99381-99397). Other than logistical considerations in the
final rule document, we can see no “cons” in following such a precedent. In fact, as more non-
Medicare payors adopt RBRVS, it becomes increasingly important to include noncovered
services and their RUC-recommended RVUs on the Medicare physician fee schedule. While
CMS does note that it has included practice expense RVUs for a small number of noncovered
services on the CMS Web site, such a supplement will not have the same effect as will the
inclusion of the RVUs on the actual Medicare physician fee schedule.

Considerations for the Final Rule: New CPT Codes
Neonatal Continuing Intensive Care Services (99300)

While the new CPT code (99300) for continuing intensive care services provided to neonates
with present body weight of 2501-5000 grams is not included in the proposed rule, the Academy
expects that in its final rule, CMS will accept the RUC’s recommended work value for the code
of 2.40. This relative value was recommended by the RUC during its April 2005 meeting, where
results of a survey were analyzed to ensure that the recommended work value accurately
accounts for physician resources expended with the typical patient.

Care Plan Oversight Services (99339 and 99340)

While the new CPT codes (99339 and 99340) for care plan oversight provided to patients not
under the care of a home health agency, hospice program, or nursing facility are not included in
the proposed rule, the Academy expects that in its final rule, CMS will accept the RUC’s
recommended work values for the codes of 1.25 (99339) and 1.80 (99340). These relative values
were recommended by the RUC during its April 2005 meeting, where results of surveys were
analyzed to ensure that the recommended work values accurately account for physician resources
expended with the typical patient.



Moderate (Conscious) Sedation (99143, 99144, 99145, 99148, 99149, and 99150)

CPT 2006 will include a complete revision of the moderate (conscious) sedation codes, namely
stx new codes that allow differential reporting based on patient age and model of administration.
The new codes represent five years of multispecialty facilitation with the ultimate outcome being
the development of codes that eliminate double counting of the service of moderate sedation.

Given CMS’ direct involvement in the development of these codes, it follows that the status
indicator for the new codes should be changed from “B” (Bundled code. Payment for covered
services is always bundled into payment for other services not specified. If RVUs are shown, they
are not used for Medicare payment. If these services are covered, payment for them is subsumed
by the payment for the services to which they are incident.) to “A” (Active code. These codes are
separately payable under the fee schedule if covered. There will be RVUs for codes with this
status. The presence of an “A” indicator does not mean that Medicare has made a national
coverage determination regarding the coverage of the service. Carriers remain responsible for
coverage decisions in the absence of a national Medicare policy.). Furthermore, it is expected
that CMS will accept the April 2005 RUC recommendations for the new moderate sedation
codes and include them in the 2006 RBRVS final rule.

Pulse Oximetry

The Academy would like to reiterate its objection to CMS' practice of not allowing separate
payments for pulse oximetry (CPT codes 94760 and 94761) when the procedure is provided
along with any other service(s) payable under the physician fee schedule.

Presently, CMS assigns codes 94760 (noninvasive ear or pulse oximetry for oxygen saturation;
single determination) and 94761 (noninvasive ear or pulse oximetry for oxygen saturation;
multiple determinations) status indicator “T” (Injections. There are RVUs for these services, but
they are only paid if there are no other services payable under the physician fee schedule billed
on the same date by the same provider. If any other services payable under the physician fee
schedule are billed on the same date by the same provider, these services are bundled into the
service(s) for which payment is made.). We suggest that a reasonable alternative would be for
CMS to change the status indicator to “N” (Noncovered service. These codes are noncovered
services. Medicare payment may not be made for these codes. If RVUs are shown, they are not
used for Medicare payment.) or “R” (Restricted coverage. Special coverage instructions apply. If
the service is covered and no RVUs are shown, it is carrier-priced.) in order to allow non-
Medicare payors to utilize the RVUs to determine their fee schedules independent of Medicare
payment policy.

Since pulse oximetry is not included in any of the office evaluation and management survey
vignettes, the procedure should not be considered “bundled” into the office evaluation and
management codes. Additionally, with the increase in the incidence of childhood asthma, pulse
oximetry has become a standard of care for children presenting with respiratory distress
symptoms. The procedure requires resources beyond those required for the evaluation and
management of the patient in the office setting. For these reasons, the Academy feels strongly



that pulse oximetry should be considered a separate procedure and that payment should not be
bundled into the office evaluation and management codes.

The Academy appreciates the opportunity to provide comments on the August 8™ proposed rule
and looks forward to working with CMS to ensure that the physician fee schedule accurately
reflects the work value of physician practice and pediatric care.

Sina‘rejy;g '0\ .é L{/) |

Carol D. Berkowitz, MD, FAAP
President
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September 7, 2005

The Honorable Mark McClellan
Administrator

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

Room 445-G

200 Independence Avenue, S.W.
Washington, D.C. 20201
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Re: File Code CMS-1502-P

Proposed rule for the Medicare Program regarding
Revisions to Payment Policies Under the Physician
Fee Schedule for Calendar Year 2006 -- NUCLEAR
MEDICINE SERVICES

Dear Administrator McClellan:

The Academy of Molecular Imaging (AMI)* appreciates the
opportunity to comment on the proposed Physician Fee Schedule rule, as
published in the Federal Register on August 8, 2005 by the Centers for
Medicare and Medicaid Services (CMS). AMI comments specifically on
the provision relating to physician referrals for nuclear medicine services
with which they have financial relationships. Under the proposed rule,
CMS would reclassify nuclear medicine services as Designated Health
Services (DHS), thereby bringing them within the category of services
covered by the physician self-referral law. AMI believes that this change
would significantly limit beneficiary access to nuclear medicine services.
Of special concern is its potential impact on the availability of positron
emission tomography {(PET) scans, which constitute an important share of
Medicare-covered nuclear imaging. AMI respectfuily requests that this
proposed change not be included in the final rule for two reasons. First,
Congress did not intend for the physician self-referral law to apply to
nuclear medicine services because it recognized, as has CMS, that nuclear
medicine is a distinct medical specialty from radiology. Second, nuclear
medicine services are not at risk for the kind of over-utilization that the
physician self-referral rules are designed to prevent.

ecaliAMI is @ professional organization committed to advancing the field of molecular imaging. In
addfitidii'to its annual conference, the AMI holds programs designed to educate clinicians, govemment
agencies and the public about molecular imaging, and publishes a journal, Molecular Imaging and Biology.




However, in the event that CMS disagrees with AMI's recommendations and does reclassify
nuclear medicine services as DHS, AMI requests that the final rule exempt from the prohibition
on seif-referrals physician ownership arrangements that have been formed in good-faith reliance
on the existing regulations.

I Nuclear Medicine Services are not DHS Under the Physician Self-Referral Statute

The statutory text, legislative history, and CMS's own long-standing interpretation of the
physician self-referral law clearly support the exclusion of nuclear medicine from the definition
of DHS. Congress specifically elected not to classify nuclear medicine services as DHS. Under
Section 1877(h)(6) of the Social Security Act, DHS encompass only certain enumerated services,
which do not include nuclear medicine. The statute specifically lists the following services:

clinical laboratory services; physical therapy services; occupational therapy services,
radiology services, including magnetic resonance imaging, computerized axial
tomography, and ultrasound services; radiation therapy services and supplies; durable
medical equipment and supplies; parenteral and enteral nutrients, equipment, and
supplies; prosthetics, orthotics, and prosthetic devices and supplies; home health
services; oulpatient prescription drugs; and inpatient and outpatient hospital services.

The proposed rule acknowledges that the statute does not mention nuclear medicine. In order to
bring nuclear medicine within the scope of the statutory limitations on physician self-referral, the
proposed rule must therefore argue somehow that nuclear medicine is encompassed in one of the
congressionally enumerated categories. CMS proposes to accomplish this by re-designating
nuclear medicine procedures under what it calls “radiology and certain other imaging services.™
However, this phrase is not included in the applicable statutory provision and is clearly beyond
the scope of the statutory language.

Specifically, the words “certain other imaging services” do not even appear in Section
1877(h}{6). In fact, Congress has expressly rejected virtually identical statutory phrasing. The
original provision included the extremely broad category “radiology, and other diagnostic
services” as DHS in Section 1877(h)(6){D) of the Omnibus Budget Reconciliation Act of 1993.*
The following year, however, in the Social Security Act Amendments of 1994, Congress
narrowed that broad language by striking the phrase “other diagnostic services,” and replacing it
with a far more precise description of the covered services. The new, narrowly drawn category
of DHS consisted of “radiology services, including magnetic resonance imaging, computerized
axial tomography, and ultrasound services.”® This provision does not mention nuclear medicine
or particular nuclear medicine technologies, such as PET.

The proposed rule now seeks to rely on language that Congress has previously rejected. If
Congress had intended to broaden the scope of the statute to include nuclear medicine services it
would have retained the earlier, broadly drawn category. Alternatively, Congress could have
listed nuclear medicine services, such as PET, alongside of MRI, CT, and ultrasound. Instead,
when Congress amended the statute, it affirmatively defined the scope of radiology services to
omit nuclear medicine.

? 42 U.S.C. § 1395nn(h) (6} (2005).

370 Fed. Reg. 151 {Aug. 8, 2605).

4 Public Law 103-66, Sec. 13,562 {Aug. 10, 1993).
5 Public Law 103-432, Sec. 152 (Oct. 31, 1994).




Moreover, this interpretation of Section 1877 (h)(6)(D) conforms to CMS’s own long-standing
and well-considered view that nuclear medicine is not a radiology service for the purpose of the
physician self-referral law. After carefully considering the statutory text and legisiative record,
CMS concluded in its January 4, 2001 final rule to “exclude[] nuclear medicine [from DHS]
because those services are not commonly considered to be radiology.”® 1t bears emphasis that
this judgment was based on a specific factual finding with respect to the proper classification of
nuclear medicine.

As will be discussed below, the proposed rule offers no evidence to support reversing the factual
and regulatory conclusion that it reached less than five years ago. As the Supreme Court has
observed, a “settled course of behavior embodies [an] agency’s informed judgment that, by
pursuing that course, it will carry out the policies committed to it by Congress.” Because
agencies and reviewing courts alike operate under “a presumption that those policies will be
carried out best if the settled rule is adhered to,” an agency that departs from such a rule “is
obligated to supply a reasoned analysis for the change beyond that which may be required when
an agency does not act in the first instance.”” The proposed rule does not satisfy this obligation.
For CMS to reclassify nuclear medicine in the manner indicated would be to allow its preferred
regulatory application to dictate its factual findings, rather than the reverse.

1I. Nuclear Medicine Is a Distinct Medical Specialty from Radiology

Nuclear medicine services are clinically and technically distinct from the services that Congress
enumerated when it defined the scope of “radiology services” in Section 1877(h}(6)(D). The
American Board of Nuclear Medicine (ABNM), the primary certifying organization for the
practice of nuclear medicine in the United States, defines nuclear medicine as “the medical
specialty that employs radionuclides to evaluate metabolic, physiologic and pathologic
conditions of the body for the purposes of diagnosis, therapy and research.”” In a typical
procedure, a physician trained as a nuclear medicine specialist supervises the administration of a
radicactive material into a patient. The subsequent distribution of this material within the body
is then determined by a special device that detects the radioactivity coming from the patient. The
nuclear medicine physician makes a diagnosis based on that distribution.®

The introduction of radiolabeled, biologically active compounds into patients distinguishes
nuclear medicine from radiology. Although radiologists sometimes do administer “contrast
agents,” such as barium sulfate or iodine (X-ray). or gadolinium {MRI), these agents are
biologically inert, and their function is entirely different from that of radioisotopes in a nuclear

% 66 Fed. Reg. 927 (Jan. 4, 2001). More recently, CMS confirmed its practice of construing the scope of “radiology
services” narrowly with respect to other (non-nuclear) procedures, finding that “angiographies, angiograms, cardiac
catheterizations, and endoscopies . . . are not fundamentally radiological in nature because they do not involve an
imaging service that is described in 1877(h){6) (D) of the Act.” 69 Fed. Reg. 16,104 (Mar. 26, 2004).

T Motor Vehicle Manufacturers Ass’n of the U.S., Inc. v. State Farm Mutual Automobile Ins. Co., 463 U.S. 29, 42-43
(1983) (quoting Archison, Topeka & Santa Fe Ry. v. Wichita Bd. of Trade, 412 U.S. 800, 807 {1973) (internal
citations omitted)).

® hitp://www.abnm.org/index html (accessed June 28, 2005).
? See, e.g., http./fwww.radiochemi icine/definition.htm. Through PET, for example, the

molecular errors that cause disease can be accurately identified and understood in terms of the specific nature of the
disease. This separates PET from conventional anatomic imaging modalities such as X-ray films, CT and MRI. By
assisting physicians in the diagnosis and management of tumors, cardiac disorders and neurological disorders, PET
can eliminate unnecessary surgeries, reduce the number of diagnostic procedures, and otherwise help physicians to
determine the best, most effective mode of treatment for a patient.
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medicine procedure. Additionally, some of the procedures performed in nuclear medicine are for
therapeutic purposes, and specialized training, such as that obtained in programs leading to
certification by the ABNM, is a prerequisite for clinically appropriate use.

The proposed rule provides little in the way of independent authority to controvert its earlier
position that nuclear medicine services “are not commonly considered to be radiology.” The
proposed rule relies, first, on an excerpt from Dorland’s Illustrated Medical Dictionary and a
statement by the Society for Nuclear Medicine, confirming that nuclear medicine procedures
involve the introduction into the body of tracers that emit small amounts of radiation. The
proposed rule appears to imply that because nuclear medicine employs radioactive material,
logically it must be a subspecialty of diagnostic radiology. This implication is not warranted.
Radioactive materials are used in many other areas of clinical practice--for example, the
performance of radioimmunoassays and irradiation of blood products. Importantly, these
procedur]eﬂs are not considered radiological services merely because they involve radioactive

~ material.

The proposed rule also relies on a letter from the American College of Radiology (ACR),
claiming that nuclear medicine is “a part of the specialty of radiclogy” and noting that the
American Board of Radiology’s (ABR) process of certifying diagnostic radiologists includes
examination in nuclear medicine. This position is directly contradicted by the American Board
of Medical Specialties (ABMS), the body that officially sanctions all medical residency training
programs in the United States. It is physicians trained in ABMS-approved programs, rather than
the ABR, that define the specialty of nuclear medicine. According the ABMS, Nuclear Medicine
and Radiology each posses “primary” (that is, fundamental and independent) board status as
medical specialties. Nuclear Medicine, like Radiology, is one of only 26 distinct medical
disciplines subject to Primary Board Certification. Services such as CT and MR, by contrast,
have “affiliate” status, and are among the many subspecialty groups within radiology. Moreover,
the ABMS oversees separate specialty training programs in both diagnostic radiclogy and
nuclear medicine. Although some nuclear medicine training is incorporated into the diagnostic -
radiology training program, and the ABR does include questions on nuclear medicine in its
certification examination, physicians become eligible to take the ABNM examination only after
successfully completing a nuclear medicine residency program.'!

The proposed rule further attempts to bolster its assertion that nuclear medicine is a subcategory
of radiology by citing the fact that the Social Security Act “places nuclear medicine in the same
category as diagnostic radiology for coverage and payment purposes.” CMS points to Section
1833(t), providing payment for “outpatient hospital radiology services (including diagnostic and
therapeutic radiology, nuclear medicine, CAT scan procedures, magnetic resonance imaging, and
ultrasound and other imaging services, but excluding mammography),” as described in Section
1833(a) (2)(E)(i). CMS interprets this provision to mean that Congress considers nuclear
medicine to be a subcategory of radiology services. In fact, Section 1833(t) is strictly a payment
provision, and refers to the grouping of technologies in Section 1833(a)(2) (E)(i) exclusively for

1% In addition, hospitals and clinics frequently house nuclear medicine departments that are separate from their
radiology departments, whereas ultrasound, MRI and CT are virtually always performed in radiology departments.
1" In addition, for a physician to be eligible for a dual certification in nuclear medicine and radiology under the
ABNM program, she must first obtain separate approval for her proposed training program from both the ABNM
and the ABR. After completing her training, she must then pass a certifying examination in radiclogy and a
certifying examination in nuclear medicine, each administered by its respective certifying board.
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the administrative purposes of providing for Medicare reimbursement.'? Further, 1833(a)(2)(E)
predates the enactment Section 1877, limiting physician self-referrals, by several years. If
Congress had considered Section 1833(a) (2) (E) an authoritative description of the scope of
radiology services, it could have imported that language directly into Section 1877 (h){6) when it
amended the seif-referral law in 1993 and 1994. The fact that Congress did not do so lends
further support to the position that Congress has never considered nuclear medicine a
subcategory of radiology for the purpose of Section 1877 (h) (6).

Finally, the proposed rule suggests that the fact that nuclear medicine and radiological services
are both paid under Section 1861(s)(3) evidences their clinical similarity. Again, the proposed
rule supplies no basis for concluding that their common classification in this narrow context
bears on the question of whether nuciear medicine is a subspecialty of radiology, or whether that
classification represents anything more than administrative convenience. In fact, Section
1861(s)(3) applies to all diagnostic tests regardless of their clinical properties, and includes not
onty MRI, CT, and PET, but also diagnostic clinical laboratory tests.'?

III.  Nuclear Medicine Services are not Subject to Over-Utilization

The proposed rule offers no evidence that nuclear medicine services are abused or over-utilized.
CMS maintains that any lingering doubt about whether “nuclear medicine services are
radiology. .. within the meaning of section 1877(h)(6)" should be resolved in favor of the
proposed rule, because such services “pose the same risk of abuse that the Congress intended to
eliminate for other types of radiology, imaging, and radiation therapy services and supplies.™"*

The empirical support cited for this claim is particularly misleading and unreliable. The
proposed rule relies on a number of studies of diagnostic imaging, but none that have reviewed
the utilization of any nuclear medicine service, including PET. Although the proposed rule
acknowledges that the principal study on which it relies excluded nuclear imaging, it insists that
there is “{no) basis for assuming that physician behavior would be different for nuclear imaging
than it is for other imaging services.” Imaging services encompass an extremely wide variety of
technologies and clinical uses, and it is not easy to extrapolate data from one service and apply it
to another. Unlike most radiology services, nuclear medicine imaging introduces radioactive
material directly into the body. This is an important factor in limiting clinical use of nuclear
medicine imaging to medically useful and appropriate circumstances. Second, as is discussed
below, limitations on Medicare coverage for PET likewise significantly constrain its use. Unlike
CT and MRI, PET is subject to numerous national coverage determinations limiting coverage to
certain tumor types and indications."®

'2 Under CMS's reading of Section 1833(t), Congress’ inclusion of the catch-all category of “other imaging
services” in the parenthesis following “radiology services” would make any imaging service a subcategory of
radiology.

'3 The Section covers “diagnostic X-ray tests (including tests under the supervision of a physician, furnished in a
place of residence used as the patient's home, if the performance of such tests meets such conditions relating to
health and safety as the Secretary may find necessary and including diagnostic mammography if conducted by a
facility that has a certificate (or provisional certificate) issued under Section 354 of the Public Health Service Act),
diagnostic laboratory tests, and other diagnostic tests.”

"4 70 Fed. Reg. 151 (Aug. 8, 2005).

15 See, e.g., Medicare National Coverage Determinations Manual § 220.6 (Rev 35, May 6, 2005).
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The proposed rule also relies on the fact that since the publication of the Phase I final rule
excluding nuclear medicine services from DHS, “many more nuclear medicine procedures have
been performed in physician offices or in physician-owned freestanding facilities.” The
proposed rule reports that while physician services in general increased by 22 percent between
1999 and 2003, imaging services increased by 45 percent, and nuclear medicine services
increased by 85 percent. The implication appears to be that the absence of self-referral
restrictions on nuclear medicine services has made such services increasingly, perhaps even
especially, subject to over-utilization. This implication is unwarranted. Two particular
considerations account for the relative growth of nuclear imaging services. First, nuclear
medicine imaging still represents only a very small fraction of all diagnostic imaging. For this
reason, even modest numerical growth can appear dramatic when it is presented in the form of a
percentage increase. Despite PET's recent increase in utilization the total number of PET scans
performed is dwarfed by the number of other imaging procedures performed, such as MRI and
CT. In 2004, PET still accounted for less than one percent of Medicare reimbursement for
diagnostic imaging.

Second, as the proposed rule notes, Medicare coverage of PET scans has expanded since
December 2001, a change that reflects CMS's recognition of PET's utility in diagnosing and
treating an increasing variety of cancers. In fact, expansion of coverage by Medicare, and not
inappropriate referral, is likely the most important factor in increased utilization of PET scans.
Unlike Medicare coverage of MRI and CT, coverage of PET initially was extremely limited and
only applied to a handful of cancer indications and qualifying uses, such as staging. Although
CMS has graduaily extended PET coverage for cancer over the past four years, at present
Medicare still only covers the 8 to 10 leading tumor types. Coverage also remains limited to
certain functions, such as diagnosis and staging, and does not apply to the monitoring of
therapeutic response. Further, many common cancers, such as prostrate, ovarian, and testicular
remain ineligible, while others, such as breast and cervical, are covered but reimbursement is
confined to clinically appropriate referrals. CMS has proposed to expand coverage to all

cancers, but the decision has not yet been implemented. These tight coverage policies function
as an intrinsic check on the risk of exactly the kinds of over-utilization and abuse that that the
self-referral prohibitions are designed to prevent. In summary, the very specific criteria
enumerated in the expansion of Medicare coverage for PET scans created a scenario where the
increase in utilization, sanctioned by Medicare, is highly unlikely to include clinically
unnecessary or inappropriate PET scans.

As part of its proposed expansion of PET coverage, CMS is working with AMI to establish a
national data registry, which will be one of the first new coverage policies instituted under
Coverage with Evidence Development (CED). Any new coverage of PET would require the
referring physician to submit a case report form to a data registry. The data registry will provide
CMS with accurate information on how PET impacts patient management and improves health
outcomes. Such information will afford CMS an invaluable tool with which to evaluate PETs
utility in improving the management of oncology patients.

The proposed rule further states that the “risk of abuse and anti-competitiveness” that exists with
physician self-referrals in general “is exacerbated by the greater affordability of nuclear medicine
equipment.”’® This statement misapprehends both the importance of many physician-owned
nuclear medicine services to patient access, and the nature of most current physician ownership

' 70 Fed. Reg. 151 (Aug. 8, 2005).




interests. Because the equipment in physician-owned PET centers is expensive, typically an
individual physician owns only a small percentage interest, and, as a result, has a very modest
stake in the center’s profitability. These small stakeholders do not have a substantial incentive to
over-utilize PET scans. By including nuclear medicine as a DHS, however, the proposed rule
would encourage many individual and group physician-owners to acquire expensive PET
equipment to operate in their own private offices, under the in-office ancillary service exception
to the self-referral rule. The proposed rule would thus result in many physicians acquiring a
more substantial ownership interest in PET scanners than they now possess, and for that reason
could exacerbate, rather than mitigate, the potential for over-utilization.

IV.  Should CMS Reclassify Nuclear Medicine Services as DHS, Existing Physician
Ownership Interests Should be Exempted from the Prohibition on Self-Referrals

If CMS does reclassify nuclear medicine as a DHS, contrary to the statutory language, it should
take strong measures to protect current physician-stakeholders. CMS rightly acknowledges that
the guidance it offered in the Phase I final rule has “encouraged physician investment in nucle ar
medicine equipment and ventures, particularly PET scanners, which are very expensive and
often require a substantial financial investment on the part of physician-owners.”'" Many
physicians have entered into ownership arrangements in good-faith reliance on the existing
regulations, not least CMS’s express exclusion of nuclear imaging from DHS. Accordingly, the
proposed rule recognizes that it may be necessary to extend special consideration to physicians
who have pre-existing ownership interests. The rule specifically requests comments on whether
to delay the new rule’s effective date or to “grandfather” certain arrangements. As set out below,
AMI respectfully requests that CMS minimize the impact of any change to the physician self-
referral requirements on both beneficiary access and physician-investors by exempting existing
physician-owned nuclear medicine services from reclassification as DHS.

When Congress established, in the Medicare Modernization Act, an 18-month moratorium on
physician self-referrals to specialty hospitals, it concluded that as a matter of basic fairness it
would be inappropriate to apply the new ?rohibition to physicians who had already made
substantial investments in such hospitals.'® Accordingly, Congress provided for the
grandfathering of existing facilities and those under development as of the date that the specialty
hospital bill was passed by both houses. The case for grandfathering is even more compelling
with respect to nuclear medicine services, because physicians have relied on CMS's express
declaration that nuclear medicine is not a subspecialty of radiology. AMI urges that a similar
grandfathering exemption be adopted for physician-owned nuclear medicine services, and
proposes the following language:

Any nuclear medicine service provided at a facility in operation or under
development on the effective date of the final rule, and for which

(i) the number of physician investors has not increased since that
date;

17 70 Fed. Reg. 151 (Aug. 8, 2005).
18 See CMS Transmittal No. 62, March 19, 2004, available at
sJwww.cms.hhs. gov/ ls/pm_trans/R62 .



(i3) the specialized services furnished by the facility have not
expanded beyond imaging since that date; and

(iif) there has not been a substantial increase in the capacity of the
facility due to the addition of capital equipment, except for capital
equipment acquired for the purpose of replacing or upgrading
existing equipment, is not a Designated Health Service.

Conclusion

AMI believes that compelling evidence of congressional intent, the clinical distinctiveness of
nuclear medicine from radiology, strong inherent checks against over-utilization, and the specific
structure of physician ownership interests all counsel strongly against subjecting nuclear
medicine services to the prohibition against physician self-referral. For these reasons, AMI
respectfully requests that CMS maintain its present policy that nuclear medicine services are not
DHS. AMI would welcome the opportunity to meet with agency staff during the comment
pericd in order to discuss these issues in more detail.

Very truly yours,

P, Chwand (oloman

R. Ed Coleman, M.D.
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£ 11400 Tomahawk Creek Parkway, Leawood, KS 66211-2672

September 6, 2005

Mark B. McClellan, M.D., Ph.D.

Administrator, Centers for Medicare and Medicaid Services {CMS)
Department of Health and Human Services

Attention: CMS-1502-P

P.O.Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

I am writing on behalf of the American Academy of Family Physicians, which
represents more than 94,000 family physicians and medical students nationwide.
Specifically, I am writing to offer our comments on the proposed rule regarding
“Medicare Program: Revisions to Payment Policies Under the Physician Fee
Schedule for Calendar Year 2006,” as published in the Federal Register on August 8,
2005. We especially draw your attention to our comments on the Sustainable Growth
Rate and payment reforms that promote higher quality ambulatory care.

Resource-Based Practice Expense Relative Value Units (RVUs)

Changes in Practice Expense Methodology
CMS proposes the following changes to its practice expense methodology:

¢ Use a bottom-up methodology to calculate direct practice expense costs
Eliminate the non-physician work pool
Use the current indirect practice expense RVUs, except for those services
affected by supplementary survey data accepted by CMS

* Transition the resulting revised practice expense RVUs over a four-year
period

The Academy has historically supported a bottom-up approach to the calculation of direct
practice expenses and elimination of the non-physician work pool. As such, we support
CMS’s proposals in this regard and believe they are long overdue, even though family
physicians will benefit only marginally from the proposed changes (i.e., CMS estimates
allowed charges by family physicians will only be 0.2% greater after the proposed changes
are fully impilemented in 2009).

We agree with CMS that these changes will produce a more accurate, more intuitive, and
more stable practice expense methodology. The methodology will be more accurate,
because, as CMS notes, the practice expense inputs are better refined and more current than
those historically used by CMS. Also as CMS notes, we believe it will be more accurate
because the bottom-up methodology assumes that the costs of the clinical staff, supplies and
equipment are the same for a given service, regardless of the specialty that is performing it.
This assumption does not hold true under the top-down direct cost methodology, where the
specialty-specific scaling factors create widely differing costs for the same service.
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The bottom-up methodology has always been more intuitive to us than the top-down method
employed by CMS, and the elimination of the non-physician work pool will make it even more
intuitive. As noted in the proposed rule, under the proposed changes, any revisions made to the
direct inputs would now have predictable results, since changes in the direct practice inputs for a
service would proportionately change the practice expense RVUs for that service without
significantly affecting the practice expense RVUs for unrelated services. Finally, stability should
be improved, because direct practice expenses should only change for a service if it is further
refined or when prices are updated, while indirect practice expenses should change only when
there are changes in the mix of specialties performing the service or with the use of any future
new survey data for indirect costs.

With respect to the indirect practice expenses, we continue to question why CMS uses physician
work RVUs, rather than physician time, in its formula for allocating indirect expenses. We
continue to believe physician time makes more sense than physician work in this regard. By
definition, physician work is a product of time and intensity. We would contend that physician
time is more likely than physician work to drive indirect expenses since we are not convinced
such expenses vary with physician intensity. For example, consider two physician services, done
in an office, that involve the same amount of time but different levels of intensity. Does it make
sense to say that the cost of the utilities varies with the intensity of the service when, for example,
the cost of the electricity is, in fact, a function of the time the lights are on while the services are
being done? We do not think so. Therefore, as we did when CMS first proposed its formula for
indirect practice expense RVUs, we would recommend that CMS use physician time rather than
physician work in the allocation of indirect expenses.

Lastly, as concerns the four-year transition for these changes, we understand CMS’s desire to
ameliorate the impact of the other proposed changes, especially for those specialties that will be
significantly, negatively impacted by the changes. We also appreciate CMS’s desire to give
everyone affected ample opportunity to identify any anomalies in the practice expense data, to
make any further appropriate revisions, and to collect additional data, as needed prior to the full
implementation of the proposed changes. However, we would note that Congress enacted the
original legislation mandating resource-based practice expenses in 1994 and that CMS delayed its
initial implementation by a year before entering a four-year transition to resource-based practice
expenses under its current methodology. Thus, it has already been a decade of delays and
transitions since Congress directed CMS to implement resource-based practice expenses, and we
find it ironic that CMS proposes to further draw out that transition. We would encourage CMS to
shorten or eliminate the transition and finally complete the process of implementing resource-
based practice expenses.

Payment for Splint and Cast Supplies

Since 2000, CMS has excluded cast and splint supplies from the practice expense database for the
Current Procedural Terminology (CPT) codes for fracture management and cast/strapping
application procedures, since these supplies could otherwise be separately billed using Heaithcare
Common Procedure Coding System (HCPCS) codes Q4001 through Q4051. CMS now proposes
to eliminate the separate HCPCS codes for these casting supplies and to again include these
supplies in the practice expense database. By bundling the cost of the cast and splint supplies into
the practice expense component of the applicable procedure codes under the fee schedule,
physicians will no longer need to bill Q-codes in addition to the procedure codes to be paid for
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these materials. This change would affect the practice expense RVUs for the following CPT
codes: 23500 through 23680, 24500 through 24685, 25500 through 25695, 26600 through 26785,
27500 through 27566, 27750 through 27848, 28400 through 28675, and 29000 through 29750.

We appreciate that this proposal makes coding and billing for fracture management and
casting/strapping easier by reducing the number of codes that physicians must submit in such
situations. We also appreciate that CMS has invited the relevant medical specialties to review
direct practice expense inputs for the codes in question and provide CMS with feedback regarding
the appropriateness of the type and amount of casting and splinting supplies and about the amount
of casting supplies needed for the 10-day and 90-day global procedures. We would encourage
CMS to vet the feedback it receives with the Practice Expense Review Committee of the
American Medical Association/Specialty Society Relative Value Scale Update Committee, so the
resulting inputs enjoy the same level of scrutiny and cross-specialty refinement that all of the
other direct practice expense inputs have.

Pricing of Hyperbaric Chamber

In Table 19 of the proposed rule, “Equipment Items Needing Specialty Input for Pricing and
Proposed Deletions,” CMS indicates that it is seeking pricing information on hyperbaric
chambers from family medicine, internal medicine, and emergency medicine, based on the fact
that these three specialties are the primary providers of CPT code 99183, “Physician attendance
and supervision of hyperbaric oxygen therapy, per session.” CMS currently assigns a price of
$125,000 to this equipment,.

While family physicians may be a common provider of this service according to Medicare data,
we do not believe that they are common purchasers of such equipment. According to Medicare
data, over 90% of hyperbaric oxygen therapy is done in the hospital setting, and only 8% occurs
in the physician office setting. We believe that very few, if any, family physicians own a
hyperbaric chamber. Accordingly, CMS may want to consult with the hospital community about
the cost of this equipment. Alternatively, CMS may want to contact the American College of
Hyperbaric Medicine (ACHM) for any information it has in this regard. CMS can access contact
and other information about the ACHM on-line at www.hyperbaricmedicine.org

Malpractice RVUs

In the proposed rule, CMS proposes to make some adjustments to its malpractice RVU
methodology. These adjustments include excluding data for any specialty that performs less than
five percent of a particular service or procedure from the malpractice RVU calculation for that
service or procedure. The purpose of applying the minimum threshold was to identify and remove
from the data specialties listed infrequently as performing a certain procedure, under the
assumption that the infrequent instances of these specialties in CMS’s data represent aberrant
occurrences and that removing the associated risk factor from the malpractice RVU calculation
would improve accuracy and stability of the RVUs.

We have reviewed the proposed adjustments and have no objections as a result. As noted in the
proposed rule, for the most part, they have little or no affect, either on individual codes or on
specialties. For instance, the overall impact of removing the risk factor for specialties that occur
less than five percent of the time in the CMS data yields no impact on the malpractice RVUs for
over 5,280 codes, and there is an impact of less than 1 percent on the malpractice RVUs for over
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1,300 additional codes. Only 16 codes decrease by at least 0.1 RVUs, with the biggest decrease
being a negative 0.28 impact on the malpractice RVU for CPT code 17108, “Destruction of skin
lesions, from a current RVU of 0.82 to a proposed RVU of 0.54.” Conversely, there are only 219
codes for which RVUs increase by at least 0.1, the largest increase being a positive 0.81 RVU
increase for CPT code 61583, “Craniofacial approach, skull,” from a current RVU of 8.32 to a
proposed RVU of 9.13. Among codes whose malpractice RVUs would increase under CMS’s
proposal, 646 have increases of less than 1 percent. The impact by specialty also appears
minimal. For family medicine, there would be no impact on allowed charges. For all other
physician specialties, the impact ranges from -0.1% to +0.2%.

One adjustment that we did not note in the proposed rule was the use of more current and more
accurate premium data. We continue to have concerns that CMS's use of “actual” premium data
is progressively less comprehensive over time. As we understand it, CMS is using actual data for
2001 and 2002 and projected data for 2003. The actual data for 2001 represents 46 states plus
Washington, DC, and Puerto Rico. The data for 2002 represents only 33 states. And, the 2003
data was projected because none of the State Departments of Insurance had market share
information at the time the premium data was collected and because private insurers were not
amenable to releasing premium data to CMS. Thus, out of three years of data for 50 states plus
DC and Puerto Rico, CMS is using “actual” data for only about half the combination of time and
states.

We continue to find this paucity of actual premium data troubling. We find it hard to fathom why
CMS, working, for example, with the National Association of Insurance Commissioners, can’t
obtain market share data for 2003 now that we are over halfway through 2005. The reluctance of
liability insurers to disclose premium data to CMS is understandable. However, the insurers are not
the only ones with such information. The physicians who pay those premiums also know what they
are, and we understand that the RUC has offered to work with CMS to collect premium data from
physicians in an effort to get more current data. We would continue to encourage CMS to pursue
this offer and other avenues for collecting more current actual data, rather than relying, as it
apparently does, on an amalgam of actual and projected data. '

Telehealth

Medicare regulations at 42 CFR 410.78 currently require the use of an interactive two-way audio
and video telecommunications system to furnish a telehealth consultation. In response to a
request from the Medical College of Georgia (MCG), CMS is considering whether or not to
modify its definition of an interactive telecommunications system to permit one-way video in
place of an interactive two-way video system. In this case, the one-way video permits the
consulting physician at the distant site to see the patient, but the patient and presenting physician
or practitioner cannot see the consultant.

The use of an interactive audio and video telecommunications system permitting two-way real-
time interaction between the physician or practitioner at the distant site and the beneficiary and
tele-presenter (if necessary) at the originating site is a substitute for the face-to-face examination
requirements of a consultation under Medicare, according to CMS. CMS is concerned that the
use of one-way video may not be clinically adequate for the evaluation of certain types of
patients. Since telehealth services are intended as a substitute for services that traditionally
require a face-to-face interaction between a physician (or practitioner) and a patient, CMS
believes that the use of a two-way video communication is much less of a departure from this
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standard than a one-way video communication, because the face-to-face interaction between a
physician and a patient allows two-way interactive communication, both verbally and physically.
CMS is concerned that, without two-way video, communication of many subtle but important
nuances of the interaction between the physician at the distant site and patient or clinical staff at
the originating site would be lost, leading to reduced diagnostic accuracy and the possibility of
unfavorable medical outcomes.

However, CMS recognizes that in some situations, such as the one described by the MCG (i.e., a
timely neurological evaluation for determining suitability for tPA treatment in acute ischemic
stroke patients), the benefit of using available one-way video in a timely fashion may outweigh
the benefits otherwise attributed to two-way video. Therefore, CMS is reviewing its definition of
an interactive telecommunications system and requests specific public comments regarding the
added clinical value of two-way interactive video as compared to one-way video for the purpose
of furnishing telehealth services. CMS is also interested in receiving comments as to whether an
interactive audio and one-way video telecommunications system that permits the physician at the
distant site to examine the patient in real-time is clinically adequate for a broad range of specialty
consultations.

From an AAFP perspective, telemedicine is the integration of information technology and
telecommunication to enhance healthcare delivery. We believe that telemedicine can enrich the
delivery of medical care at remote sites such as rural areas and, by creating ready access to
information, can provide rural physicians with current medical information that may not be
available in an isolated setting, We believe that reimbursement should be made for physician
services that are reasonable and necessary, safe and effective, medically appropriate and provided
in accordance with accepted standards of medical practice. The technology used to deliver the
services should not be the primary consideration; the critical test is whether the service is
medically reasonable and necessary.

From our perspective, two-way video may add value to the telehealth consultation by allowing
the patient and presenting physician or practitioner to see the body language and non-verbal
communication presented by the consulting physician. However, we would not advocate for
denial of telehealth services provided using interactive audio and one-way video
telecommunication equipment. '

In fact, an interactive audio and one-way video telecommunications system that permits the
physician at the distant site to examine the patient in real-time is clinically adequate for a broad
range of specialty consultations. As noted above, we believe it is the nature of the service, not the
nature of the technology that is paramount. Using the analogy of a face-to-face examination put
forth by CMS, we would note that a telehealth consultation using interactive audio and one-way
video telecommunication equipment is comparable to a physician treating a blind patient. CMS
would not deny a face-to-face consultation on the basis that the patient could not see the
consulting physician; we fail to see why it would deny a telehealth consultation on the same
basis. Accordingly, we would encourage CMS to revise its definition of an interactive
telecommunications system to include interactive audio and one-way video telecommunication
equipment.
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Multiple Procedure Reduction

Medicare has a longstanding policy of reducing payment for multiple surgical procedures
performed on the same patient, by the same physician, on the same day. In those cases, full
payment is made for the highest priced procedure and each subsequent procedure is paid at 50
percent. Effective January 1, 1995, the multiple procedure policy, with the same reductions, was
extended to nuclear medicine diagnostic procedures (CPT codes 78306, 78320, 78802, 78803,
78806 and 78807).

In the current proposed rule, CMS proposes to extend the muitiple procedure payment reduction
to technical component (TC) only imaging services and the TC portion of global imaging services
for certain imaging modalities (i.c., ultrasound, computed tomography (CT), computed
tomographic angiography, magnetic resonance imaging (MRI), and magnetic resonance
angiography) that involve contiguous body parts within a family of codes. For example, the
reduction would apply to an MRI of the abdomen done on the same date as an MRI of the pelvis
but would not apply to a CT of the chest done on the same date as a CT of the head. From CMS’s
perspective, when multiple images are acquired in a single session, most of the clinical labor
activities (e.g., greeting, positioning, and escorting the patient, providing education and obtaining
consent, retrieving prior exams, setting up the IV, and preparing and cleaning the room) and most
supplies (except film) are not performed or furnished twice. Thus, CMS believes it is making
duplicate payments for TC of multiple diagnostic imaging services, particularly when contiguous
body parts are viewed in a single session. The discount would not apply to the professional
component (i.e., the physician interpretation and report) of such procedures.

We concur with CMS’s proposal and encourage its adoption. We agree that CMS is making
duplicate payments for certain practice expenses when multiple images are acquired in a single
session, especially when contiguous body areas are involved. As the Medicare Payment
Advisory Commission (MedPAC) noted in its March 2005 Report to Congress, in which it made
a similar recommendation, Medicare’s payment rates are based on each service being provided
independently. When that is not the case, certain efficiencies may accrue of which CMS should
take advantage. This proposal attempts to do just that.

We would also urge CMS to consider applying a reduction to the professional component in such
situations as well. Just as with the technical component, there are certain efficiencies when a
physician is reading images of contiguous areas of the same patient on the date. For instance, the
interpreting physician only has to review the patient’s history once to know what he or she is
seeking, and often, some portion of the scan is an overlap (i.e., a scan of the pelvis often includes
a portion of an abdominal scan). Also, usually there is only one dictation for the multiple scans,
Accordingly, there is less physician work involved than would be the case if the scans were
interpreted independently at different points in time, and CMS should consider applying the
multiple procedure reduction to the professional component, too.

Coverage of Screening Glaucoma

Currently, Medicare regulations at 42 CFR 410.23(a)(2), which govern conditions for and
limitations on coverage of screening for glaucoma, define the term “eligible beneficiary” to
include individuals in the following high risk categories:

¢ Individual with diabetes mellitus;
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* Individual with a family history of glaucoma; or
¢ African-Americans age 50 and over.

Based on its review of the current medical literature, CMS believes that the evidence is adequate
to conclude that Hispanic persons age 65 and older are at high risk and could benefit from
glaucoma screening. Therefore CMS proposes to revise the definition of an eligible beneficiary
to include Hispanic Americans age 65 and over. In view of the possibility that it may be
appropriate to include other individuals in the statutory definition of those at “high risk" for
glaucoma, CMS is requesting comments on this issue and is specifically requesting that anyone
providing it with specific recommendations on this issue also provide documentation in support
of them from the peer-reviewed medical literature.

Like CMS, we have reviewed the current medical literature on this subject. Unlike CMS, we
found insufficient evidence to recommend for or against screening adults for glaucoma. We also
note that the U.S. Preventive Services Task Force (USPSTF) found insufficient evidence to
recommend for or against screening adults for glaucoma. The USPSTF’s recommendation,
including clinical considerations and references from the peer-reviewed literature can be found
on-line at http://www.ahrg.gov/clinic/uspstf05/glaucoma/glaucrs htm#clinical The clinical
considerations note that increased intraocular pressure, family history, older age, and being of
African American descent place an individual at increased risk for glaucoma. However, there is
no reference to Hispanic persons age 65 and over being at high risk. Based on this information,
we would not support CMS’s proposal to extend its definition of eligible beneficiary to include
Hispanic persons age 65 and over or any other category of individual not already covered by the
current definition.

Sustainable Growth Rate (SGR)

In the proposed rule, CMS notes that it is currently forecasting an update of -4.3% for 2006, and
it attributes much of the blame for this reduction to substantial growth in Medicare spending,
especially:

* An increase in spending for office visits, with a shift toward longer and more intense

visits.

¢  Greater utilization of minor procedures, including physical therapy and drug
administration.

¢ More patients receiving more frequent and more complex imaging services, such as
MRIs and echocardiograms.

¢ More laboratory and other physician-ordered tests.
Higher utilization of physician-administered prescription drugs.

CMS encourages comments regarding possible changes to the SGR methodology, including the
legal theories that support them. CMS is particularly interested in:

¢ comments on steps to promote physician payment adequacy without increasing overall
Medicare costs,

¢ particularly interested in comments that build on recent progress on payment reforms to
promote higher quality and avoid unnecessary costs, and

¢ ways to promote higher-quality ambulatory care that can achieve offsetting savings by
avoiding complications or unnecessary services.
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As regards the SGR, we oppose expenditure targets, including the SGR, which are linked to the
Gross Domestic Product, in favor of a system based on a fair representation of physicians' costs
of delivering care. The cuts in physician payment projected by CMS result from the inherently
flawed SGR payment update formula, The SGR, which is linked to the Gross Domestic Product,
penalizes physicians and other practitioners by failing to accurately reflect volume increases
resulting from new coverage decisions and initiatives promoted by the Federal government. Only
physicians are subject to arbitrary cuts due to factors beyond their control. Every other category
of health care provider receives positive updates, based on a measure of inflation in their practice
costs. That is why we and other physicians are working to enact a bill to replace the SGR with a
new payment system that reflects increases in medical practice costs. We note that MedPAC also
calls for repealing the SGR formula and basing the conversion factor on the Medicare Economic

Index (MEI).

Until a complete revision of the reimbursement formula is accomplished, there is an
administrative adjustment that CMS can make immediately. Specifically, CMS should
immediately remove, retroactive to the inception of the SGR, the physician-administered drugs
from the SGR. These in-office medications are not reimbursed under the Medicare physician fee
schedule and should never have been part of the formula used to calculate the conversion factor
for physician services. Moreover, the Medicare Modernization Act restructured how these
medications are paid for. CMS’s continued inaction, in the face of a growing Medicare
ambulatory care reimbursement crisis, is of great concern.

Indeed, we fail to see how CMS can include such drugs in the SGR calculation, given the
statutory language surrounding SGR. Specifically, section 1848(f)(2) of the Social Security Act
specifies that the SGR for all physicians' services shall be equal to the product of:

(A) 1 plus the Secretary's estimate of the weighted average percentage increase (divided
by 100) in the fees for all physicians' services in the applicable period involved,

(B) 1 plus the Secretary's estimate of the percentage change (divided by 100) in the
average number of individuals enrolied under this part (other than Medicare+Choice plan
enrollees) from the previous fiscal year to the applicable period involved,

(C) 1 plus the Secretary's estimate of the projected percentage growth in real gross
domestic product per capita (divided by 100) from the previous applicable period to the
applicable period involved, and

(D) 1 plus the Secretary's estimate of the percentage change (divided by 100) in
expenditures for all physicians' services in the fiscal year (compared with the previous
fiscal year) which will result from changes in law and regulations, determined without
taking into account estimated changes in expenditures resulting from the update
adjustment factor determined under subsection (d)(3)(B) or (dX4)B), as the case may be,

minus 1 and multiplied by 100,

As far as we can see, there is no reference to drugs administered incident to a physician’s service
anywhere in this formula. There is a reference to “physicians’ services,” but section 1861(q)
defines those as “professional services performed by physicians, including surgery, consultation,
and home, office, and institutional calls (but not including services described in subsection (b)(6)
[i.e., services of interns or residents in training under an approved teaching program] ).” Further,
section 1861(s) of the Social Security Act, which defines “medical and other health services,”
draws a distinction between “physicians’ services” (1861(s)(1)) and “services and supplies
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(including drugs and biologicals which are not usually self-administered by the patient) furnished
as an incident to a physician's professional service, of kinds which are commonly furnished in
physicians' offices and are commonly either rendered without charge or included in the
physicians' bills” (1861(sX2)(A)).

Since the statute states that “physicians’ services,” not “medical and other health services,”
should be included in the SGR computation, we believe that CMS cannot consider drugs
furnished in a physician’s office that are not usually self-administered in the SGR. Not
only does CMS have the obvious statutory authority and guidance to not include these in-
office drugs in the SGR, but they have the obligation to remove them from the SGR. That
being the case, and since they have been erroneously included in the SGR since the
inception of the formula, these drugs should be removed retroactive to the first use of the
formula, and CMS should adjust its calculations accordingly.

With respect to payment reforms that promote higher quality ambulatory care, we support
Congressional actions to achieve the following regarding physician reimbursement in federally-
funded health care programs: :

» Incorporate the features of the AAFP’s care coordination model for Medicare .
beneficiaries. The physician designated to be the patient’s overall health care manager
(“personal medical home™) shall receive a per-member, per-month stipend in addition to
fee-for-service payments.

*  Ensure that pay-for-performance programs occur in the context of a positive annual
update; that they reward physicians for reporting the “starter set” of performance
measures being developed by a consortium of payers and physicians; and that such
programs do not force physicians to compete for limited withholds.

Care Management Stipend

Having a usual source of care is extremely influential in the care people receive. For instance,
People who have a usual source of care are also more likely to receive preventive care services,
independent of having insurance. (DeVoe JE, Fryer GE, Phillips RL, Green LA. Comparing
receipt of preventive care among adults based on insurance status and/or a usual source of care.
Am J Public Health 2003; 93(5)). Likewise, we know that for people with chronic health
conditions, there are reductions in expenditures with no significant differences in self-rated health
status when people have a family physician as their usual source of care (2000 Medical
Expenditure Panel Survey). Finally, several studies have confirmed improved coordination of
care and reduced expenditures by providing people with a primary care physician as a usual
source of care. In fact, Bodenheimer et al. found that 18 of 27 studies concerning just three
chronic conditions (congestive heart failure, asthma and diabetes) demonstrated reduced costs or
lower use of health care services when the chronic care model was fully implemented, almost
exclusively in primary care settings (Bodenheimer T, Wagner EH, Grumbach K., Improving
primary care for patients with chronic illness: The chronic care model, part 2. JAMA 2002;
288(15):1909-1914). :

Yet, there is no direct compensation to family physicians and other primary care physicians for
the considerable time and effort of assuring that each patient’s care is organized correctly and is
integrated in a way that makes sense to the patient, while remaining cost-effective to the
Medicare program. As noted, such coordination and management ensure that patients’ health is
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stabilized and that expensive progression of their iliness and costly hospitalizations are
minimized. A blended model of payment combining fee-for-service reimbursements plus a per-
beneficiary, per-month stipend for care management, paid directly to each patient’s designated
physician (“personal medical home”), is a promising option that would enable family physicians
to redesign their offices to deliver high quality preventive and chronic care with improved
outcomes for Medicare beneficiaries.

Pay-for-Performance

MedPAC recommended in its March 2005 report that Congress create Medicare pay-for-
performance programs for physician services. The Academy would support a Medicare pay-for-
performance program for physicians that:

occurred within the context of a positive annual update in Medicare;
rewarded physicians who were reporting performance measures as chosen by the
collaborative efforts of the AAFP, American College of Physicians (ACP), Agency for
Healthcare Research and Quality (AHRQ), and America’s Health Insurance Plans
(AHIP); and

* did not force physicians to compete for mandatory withholds.

AAFP currently has over 57,000 members in active practice, the vast majority of whom are in
small and medium size practices, not large groups. We anticipate that this will be the typical
construct of family medicine well into the future. Most people in this country receive the
majority of their care from physicians in small and medium size ambulatory care settings.
Currently about a quarter of all office visits in the U.S are to family physicians, and the average
family practice has about a quarter of patients who are Medicare beneficiaries. Implementing
value based purchasing or pay-for-performance in the Medicare program has tremendous
implications for millions of patients and for the specialty of family medicine, and AAFP is
therefore committed to involvement in the design of a new pay-for-performance program that
meets the needs of patients and physicians.

Physicians and Pay-for-Performance

The AAFP supports moving to pay-for-performance in the Medicare program with the goal of
continuously improving care of patients. As we recently stated in a joint letter to Congress with
our colleague organizations ACP, the American Academy of Pediatrics, and the American
College of Obstetricians and Gynecologists, “we believe that the medical profession has a
professional and ethical responsibility to engage in activities to continuously improve the quality
of care provided to patients... Qur organizations accept this challenge.” We have committed to
work toward transformation of medical practice, to strengthen the infrastructure of medical
practice to support pay-for-performance, and to engage in development and validation of
performance measures. While several specific issues remain that must be addressed in
implementing pay-for-performance in Medicare, AAFP has a framework for a phased in approach
for Medicare..

AAFP is involved in several efforts that are fundamental to moving toward a pay-for-
performance system.
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First of all, we know that the development of valid, evidence-based performance measures is
imperative for a successful program to improve health quality. The AAFP participates actively in
the development of performance measures through the Physician Consortium for Performance
Improvement. We believe that multi-specialty collaboration in the development of evidence-
based performance measures through the consortium has yielded and will continue to yield valid
measures for quality improvement and ultimately pay-for-performance.

The AAFP was the first medical specialty society to join the National Quality Forum (NQF). And
along with ACP, AHIP and AHRQ, the AAFP is a founding organization of the Ambulatory care
Quality Alliance (AQA). However, it is important to distinguish between the role of the NQF and
that of AQA. With its multi-stakeholder involvement and its explicit consensus process, the NQF
provides essential credibility to the measures that it approves — measures developed by the
Physician Consortium, NCQA and others. The AQA’s purpose is to determine which of the
measures approved through the NQF consensus process should be implemented initially (the
starter set), and which should then be added so that there is a complete set of measures, including
those relating to efficiency, sub-specialty performance, and patient experience. Having a single
set of measures that can be reported by a practice to different health plans with which the practice
is contracted is critical to reducing the reporting costs borne by medical practices. Measures that
ultimately are utilized in a Medicare pay-for-performance program should follow this path.

Information Technology in the Office Setting

Health information technology effectively utilized in the physician’s office is necessary to the
success of quality improvement and pay-for-performance programs. We have learned from the
Integrated Healthcare Association’s (IHA) experience in California that physicians and practices
that invested in EHRs and other electronic tools to automate data reporting were both more
efficient and achieved better quality results, and did so at a more rapid pace than those that lacked
advanced HIT capacity. The AAFP created the Center for Health Information Technology
(CHIT) in 2003 to facilitate adoption and optimal use of health information technology by family
physicians with the goal of improving the quality and safety of medical care and increasing the
efficiency of medical practice. We now estimate that over 20 percent of family physicians are
utilizing EHRs in their practices, which is twice the number from this time last year. Through a
practice assessment tool on the CHIiT web site, physicians can assess their readiness for EHRs.
We know from the HHS-supported EHR Pilot Project conducted by the AAFP that practices that
had a well defined implementation plan and analysis of workflow and processes had greater
success in implementing an EHR.

We also know that cost can be a barrier to IT adoption and have worked aggressively with the
vendor community through our Partners for Patients Program to lower the price point. The
AAFP’s Executive Vice President serves on the Certification Commission for Health Information
Technology (CCHIT) which certifies EHRs. The AAFP sponsored the development of the
Continuity of Care Record standard, now successfully balloted through the American Society for
Testing and Materials (ASTM). We initiated the Physician EHR Coalition, now jointly chaired
by ACP and AAFP, to engage a broad base of medical specialties to advance EHR adoption in
small and medium size ambulatory care practices.

The AAFP quality initiatives span efforts to emphasize measures like quality imprm{ement, office
redesign, and integration of the chronic care model. For example, through our Practice
Enhancement Program, teams of physicians and their office staff participate in an intense
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educational experience accompanied with pre and post course work to acquire the practical tools,
skills and knowledge to implement the planned care model into their everyday practices. In
another example, through the web-based METRIC (Measuring, Evaluating and Translating
Research into Care) program, family physicians assess their systems in practice, review charts
and enter patient data, receive feedback on their performance, implement a quality improvement
plan, re-measure and reassess. Two module topics currently are available: diabetes and coronary
artery disease. The AAFP takes seriously the responsibility to work with our members to
continuously improve their clinical care and office infrastructure to better meet the needs of their
patients.

Current Payment Environment

While these innovations are exciting and hold great promise, the environment in which physicians
practice is challenging at best. And it will come as no surprise that family physicians, while they
enjoy caring for their patients, are not enthusiastic about the Medicare program. This program
has a history of disproportionately low payments to family physicians, largely because it is based
on a reimbursement scheme that is designed to reward volume and to discourage innovations in
the provision of care. In general, the prospect of annual cuts in payment is discouraging. The
regulatory approach is punitive, and physicians live in fear of violating rules they don’t even
know about. In the current environment, physicians know that they will face a 4.3-percent cut in
January 2006, and that without Congressional action to repeal the Sustainable Growth Rate
formula and create a structure for sustainable financing, they face steadily declining payments
into the foreseeable future, even while their practice costs are increasing. To overlay a pay-for-
performance program in Medicare, therefore, poses a unique set of challenges and it must be done
thoughtfully and carefully because of its size and complexity.

Our consistent message is that if it is not done well, a value-based purchasing or pay-for-
performance program will not only fail to improve health care quality but could unrave! the
preparation and progress that medical specialty societies have carefully undertaken.

“Doing it well” means phasing in a value-based purchasing program that provides incentives for
structural and system changes, that encourages reporting of data on performance measures and
ultimately rewards continual improvements in clinical performance. Yet, moving the Medicare
program in this direction cannot be accomplished in an environment of declining physician
payment; Congress and CMS must take steps to stabilize physician payment through positive
updates, as proposed by MedPAC. Furthermore, because of its financing structure with Part A
and Part B, we believe it is important that CMS report on Medicare program savings, whether
they be in Part A or Part B, resulting from Part B quality improvement efforts so that physicians
are not penalized into the future.

A Framework for Pay-for-Performance

The following is a proposed framework for phasing in a Medicare pay-for-performance program
for physicians that is designed to improve the quality and safety of medical care for patients and
to increase the efficiency of medical practice.

Phase 1. All physicians would receive a positive update in 2006, based on recommendations of
MedPAC, reversing the projected 4.3-percent reduction. Congress should establish a floor for
such updates in subsequent years.
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Phase 2: Following completion of development of reporting mechanisms and specifications,
Medicare would encourage structural and system changes in practice, such as electronic health
records and registries, through a “pay-for-reporting” incentive system such that physicians could
improve their capacity to deliver quality care. The update floor would apply to all physicians,

Phase 3: Assuming that physicians have the ability to do so, Medicare would encourage reporting
of data on evidence-based performance measures that have been appropriately vetted through
mechanisms such as the National Quality Forum and the Ambulatory Care Quality Alliance.
During this phase, physicians would receive “pay-for-reporting” incentives; these would be based
on the reporting of data, not on the outcomes achieved. The update floor would apply to all
physicians.

Phase 4: Contingent on repeal of the SGR formula and development of a long term solution
allowing for annual payment updates linked to inflation plus funds to provide incentives through
pay-for-performance programs, Medicare would encourage continuous improvement in the
quality of care through incentive payments to physicians for demonstrated improvements in
outcomes and processes, using evidence-based measures such as the provision of preventive
services, performing HbA1c screening and control, prescribing aspirin to diabetics, etc. The
update floor would apply to all physicians.

This sort of phased-in approach is crucial for appropriate implementation. While there is general
agreement that initial incentives should foster structural and system improvements in practice,
decisions about such structural measures, their reporting, threshold for rewards, etc. remain to be
determined. The issues surrounding collection and reporting of data on clinical measures are also
complex. For example, do incentives accrue to the individual physician or to the entire practice,
regardless of size? In a health care system where patients see multiple physicians, to which
physician are improvements attributed?

The program must provide incentives — not punishment — to encourage continuous quality
improvement. For example, physicians are being asked to bear the costs of acquiring and using
health information technology in their offices, with benefits accruing across the health care
system — to patients, payers, insurance plans, etc. Appropriate incentives must be explicitly
integrated into a Medicare pay-for-performance program if we are to achieve the level of
infrastructure at the medical practice to support collection and reporting of data.

The AAFP appreciates the opportunity to share our enthusiasm for, yet caution about, a Medicare
pay-for-performance program. We also appreciate this opportunity to comment on matters related
to the Medicare Fee Schedule. As always, the American Academy of Family Physicians looks
forward to working with CMS in its continued efforts to ensure access to appropriate physician
services.

Sincerely,
Michael Fleming, M.D.
Board Chair
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September 23, 2005

FEDERAL EXPRESS

Mark McClellan, M.D., Ph.D.

Administrator

Centers for Medicare and Medicaid Services
Attn: CMS-1502-P

7500 Security Boulevard - Mail Stop C4-26-05
7500 Security Boulevard

Baltimore, Maryland 21244-8017

Re: Revisions to Payment Policies Under the Physician Fee Schedule
for Calendar Year 2006; CMS-1502-P

Dear Dr. McClellan:

The medical specialties listed below are writing to request that CMS make a
change in the status of allergy injection codes (CPT Codes 95115 and 95117) from the
current zero day global “000” status to “XXX” status. We are making this request based
on the advice of the RUC Workgroup which was assigned to review these codes as part
of the five-year review process. The Workgroup did not support the request for work
RVUs for these codes, which currently have no work values, and the specialties who
presented these codes subsequently withdrew them from the 5-year review process.
During the Workgroup’s consideration of these codes, the Workgroup stated its belief
that the “000” status assigned to these codes by CMS was incorrect and should be
changed. They recommended that we seek such a change from CMS. A CMS physician,
Dr. Edith Hambrick, attended the session and suggested we submit our request as
comments on the 2006 proposed fee schedule notice.

In support of this request, we note that the following other injection codes, all of
which describe similar services, have an “XXX” status:

. 90471 — immunization administration (includes percutaneous,
intradermal, subcutaneous, or intramuscular injections)
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e 90465 — immunization administration under 8 years of age when

physician counsels the patient/family (includes percutaneous,
intradermal, subcutaneous, or intramuscular injections)

. 90782 — therapeutic, prophylactic or diagnostic injection —

subcutaneous or intramuscular

90783 - intra-arterial

90784 - intravenous

90788 - intramuscular injection of antibiotic

G0351 - therapeutic or diagnostic injection

Therefore, this request would make treatment of the allergy injection codes
consistent with other similar codes. We would also note that “000” status applies to
minor surgical procedures and is not appropriate for allergy immunotherapy injections.
The work value assigned to “000” procedures include pre- and post-service work,
including evaluation of the patient the day prior and the day of the procedure. It is for
this reason that an E/M service can be billed on the same day as a “000™ procedure only if
it represents a separate and distinct service and is billed with a 25 modifier. There is no
physician evaluation activity or, for that matter, any physician work built into the
payment for allergy injections, which is a further reason why the global period status is
inappropriate.

If you have any questions concerning this request, please contact Rebecca Burke,
Washington counsel to the Joint Council of Allergy, Asthma and Immunology, at
202-466-6550.

Respectfully submitted by:

The American Academy of Pediatrics

The American College of Physicians

The American Academy of Family Practice

The Joint Council of Allergy, Asthma and
Immunology

The American Academy of Otolaryngic
Allergy

Ce:  Edith Hambrick, M.D. (via Federal Express)
Robert Zwolak, Chair, RUC Workgroup 4
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3333 SOUTH FAIRWAY
VISALIA, CA 93277
(559) 627-2262

Fax (559) 734-0431

September 15, 2005

Mark B. McClellan, MD, PhD
Administrator

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

Baltimore, MD 21244-1850

Subject: August 8, 2005 Proposed Rule: CMS-1502-P

Dear Doctor McClellan:

The Tulare County Medical Society wishes to comment on the proposed removal of two
California counties (Santa Cruz and Sonoma) from payment locality 99, Rest of
California. The proposed removal will result in a .4% reduction in the reimbursement 19
the remaining Area 99 counties to fund the increased payment for Santa Cruz and :
Sonoma Counties.

The Tulare County Medical Society represent over 200 practicing physicians in Tulare
County exceeding 70% of the actively practicing physicians in our county. Physicians in
our county are already suffering from the shortage of an adequate supply of physicians to
treat the population of our area. The .4% reduction will add additional burdens to the
already nearly impossible situation of retaining and attracting competent medical
professionals to Tulare County.

It is obvious that Santa Cruz and Sonoma County physicians have effectively lobbied for
the proposed removal of their counties from Area 99. However, this piece meal action to
a very complex health care delivery system will provide more complications than
solutions. The California Medical Association debated this matter at significant length
over the past year. CMA submitted a proposal to remove the two counties and several
others and the cost of such a proposal was to be shared by all physicians in California.
This was a remarkable proposal that was presented by a coalition of all of organized
medicine in California,




The Tulare County Medical Society supports the California Medical Association’s
recommendation that Congressman Thomas and the Centers for Medicare and Medicaid
Services work together to devise a nationwide fix to the GPCI problem. The proposed
rule to extract Sonoma and Santa Cruz counties from California’s area 99 is an illogical
step to take at this time. It hurts many physicians and their patients while failing to solve
many very serious local and nationwide problems.

Sincere%

Lonnie R. Smith, M.D.
President
Tulare County Medical Society
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September 9, 2005

Mark B. McClellan, M.D., PhD, Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: August 8, 2005 Proposed Rule: CMS-1502-P

Dear Doctor McClellan:

I wish to comment on the proposed removal of two California counties (Santa Cruz and
Sonoma) from payment locality 99, Rest of California. The proposed removal will result
in a .4% reduction in the reimbursement to the remaining Area 99 counties to fund the
increased payment for Santa Cruz and Sonoma Counties.

As a practicing physician in Tulare County it seem fundamentally wrong to lower
payments to physicians in our county to pay physicians in another county. I can tell you
first hand that there is a woeful shortage of physicians in Tulare County and virtually no
access for Medicare and Medi-Cal patients because of reimbursements that make a
medical practice financially unviable. This is especially troublesome for a doctors
considering relocation to Tulare County compounding the already severe shortage of
physicians.

It is obvious that Santa Cruz and Sonoma County providers have effectively lobbied for
the proposed removal of their counties from Area 99. However, this piece meal action to
a very complex health care delivery system will provide more complications and
problems than solutions. I urge you to consider a comprehensive review of the RBRVS
payment system that adequately compensates all providers.

Sincerely,

e o
Godoftgdo Celis, M.D.
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September 9, 2005

Mark B. McClellan, M.D., PhD, Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services'
7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: August 8, 2005 Proposed Rule: CMS-1502-P

Dear Doctor McClellan:

I wish to comment on the proposed removal of two California counties (Santa Cruz and
Sonoma) from payment locality 99, Rest of California. The proposed removal will result
in a .4% reduction in the reimbursement to the remaining Area 99 counties to fund the
increased payment for Santa Cruz and Sonoma Counties.

As a practicing physician in Tulare County it seem fundamentally wrong to lower
payments to physicians in our county to pay physicians in another county. I can tell you
first hand that there is a woeful shortage of physicians in Tulare County and virtually no
access for Medicare and Medi-Cal patients because of reimbursements that make a
medical practice financially unviable. This is especially troublesome for a doctors
considering relocation to Tulare County compounding the already severe shortage of
physicians.

It is obvious that Santa Cruz and Sonoma County providers have effectively lobbied for
the proposed removal of their counties from Area 99. However, this piece meal action to
a very complex health care delivery system will provide more complications and
problems than solutions. I urge you to consider a comprehensive review of the RBRVS
payment system that adequately compensates all providers,

Sin ,

Gary Gibbs, M.D..




58|

SEP 26 ne

September 9, 2005

Mark B. McClellan, M.D., PhD, Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: August 8, 2005 Proposed Rule: CMS-1502-P

Dear Doctor McClellan:

I wish to comment on the proposed removal of two California counties (Santa Cruz and
Sonoma) from payment locality 99, Rest of California. The proposed removal will result
in a .4% reduction in the reimbursement to the remaining Area 99 counties to fund the
increased payment for Santa Cruz and Sonoma Counties.

As a practicing physician in Tulare County it seem fundamentally wrong to lower
payments to physicians in our county to pay physicians in another county. I can teil you
first hand that there is a woeful shortage of physicians in Tulare County and virtually no
access for Medicare and Medi-Cal patients because of reimbursements that make a
medical practice financially unviable. This is especially troublesome for a doctors
considering relocation to Tulare County compounding the already severe shortage of
physicians.

It is obvious that Santa Cruz and Sonoma County providers have effectively lobbied for
the proposed removal of their counties from Area 99. However, this piece meal action to
a very complex health care delivery system will provide more complications and
problems than solutions. I urge you to consider a comprehensive review of the RBRVS
payment system that adequately compensates all providers.
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September 9, 2005

Mark B. McClellan, M.D., PhD, Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: August 8, 2005 Proposed Rule: CMS-1502-P

Dear Doctor McClellan;

I wish to comment on the proposed removal of two California counties (Santa Cruz and
Sonoma) from payment locality 99, Rest of California. The proposed removal will result
in a .4% reduction in the reimbursement to the remaining Area 99 counties to fund the
increased payment for Santa Cruz and Sonoma Counties.

As a practicing physician in Tulare County it seem fundamentally wrong to lower

payments to physicians in our county to pay physicians in another county. I can tell you

first hand that there is a woeful shortage of physicians in Tulare County and virtually no

access for Medicare and Medi-Cal patients because of reimbursements that make a

medical practice financially unviable. This is especially troublesome for a doctors ,
considering relocation to Tulare County compounding the already severe shortage of .
physicians.

It is obvious that Santa Cruz and Sonoma County providers have effectively lobbied for
the proposed removal of their counties from Area 99. However, this piece meal action to
a very complex health care delivery system will provide more complications and
problems than solutions. I urge you to consider a comprehensive review of the RBRVS
payment system that adequately compensates all providers.

Smcerel g

Ralph ngsford M.D..
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September 9, 2005

Mark B. McClellan, M.D., PhD, Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: August 8, 2005 Proposed Rule: CMS-1502-P

Dear Doctor McClellan:

I wish to comment on the proposed removal of two California counties (Santa Cruz and
Sonoma) from payment locality 99, Rest of California. The proposed removal will result
in a .4% reduction in the reimbursement to the remaining Area 99 counties to fund the
increased payment for Santa Cruz and Sonoma Counties.

As a practicing physician in Tulare County it seems fundamentally wrong to lower
payments to physicians in our county to pay physicians in another county. I can tell you
first hand that there is a woeful shortage of physicians in Tulare County and virtually no
access for Medicare and Medi-Cal patients because of reimbursements that make a
medical practice financially unviable. This is especially troublesome for a doctor
considering relocation to Tulare County, thus, compounding the already severe shortage
of physicians.

It is obvious that Santa Cruz and Sonoma County providers have effectively lobbied for
the proposed removal of their counties from Area 99. However, this piece meal action to
a very complex health care delivery system will provide more complications and
problems than solutions. I urge you to consider a comprehensive review of the RBRVS
payment system that adequately compensates all providers.

Robert Allen, M.D.

0%3
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RALPH LARSEN

405 Crestndge P1.
Santa Rosa, CA 95409
Ph- 707-538-4900 Fax 538-5912
lars747@sonic.net
9/13/2005

GPCIs

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attn; CMS-1502-P

Box 8097

Baltimore, MD 21244-8017

Dear Sirs:

I am 85 years old, and completely dependent on my doctors and their re-imbursement
from Medicare.

[ have already lost my cardiologist -moved to Texas because of the situation here. Other
doctors are very unhappy, and rightly so, that their Medicare compensation is well below
that of the surrounding area.

I strongly urge that this be corrected, and that their compensation be leveled with that of
our adjacent areas.

Sincerely,

Neph entene

Ralph Larsen

Nk
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September 23, 2005

The Honorable Mark McClellan

Administrator

Attention: CMS-1502-P

Centers for Medicare and Medicaid Services

U. S. Department of health and Human Services
Room 445-G

Hubert H. Humphrey Building

200 Independence Ave., S.W.

Washington, D. C. 20201

Re: Medicare Program; Revisions to Payment Policies Under the Physician Fee
Schedule for Calendar Year 2006

Dear Dr. McClellan:

The National Renal Administrators Association (NRAA) welcomes the opportunity to
comment on the “Proposed Rule: Revisions to Payment Policies Under the Physician Fee
Schedule for Calendar Year 2006.” We will focus our comments on the “End Stage
Renal Disease Related Provisions” of the proposed regulation.

The NRAA is a voluntary organization representing professional managers of dialysis
facilities and centers throughout the United States. Our Association represents free-
standing and hospital-based facilities, which are for-profit and non-profit providers
located in urban, rural, and suburban areas serving dialysis patients in all settings.

While the proposed Rule affects our entire membership, we will focus many of our
comments on the impact of the regulation on small independent facilities, primarily in
rural and inner-city America.

While we have significant concerns with a number of key provisions in the proposed
Rule, we appreciate the many hours of work that you and your staff devoted to
developing the regulations and the open dialogue that has taken place this past year with
the dialysis community. As you know, the Medicare Modernization and Improvement
Act of 2003 (MMA) brought dramatic changes to the reimbursement structure for ESRD
providers and our industry has faced a difficult year of transition for facilities and patients
across the country.

Though the MMA required the implementation of case mix adjusters and a new
methodology for determining reimbursement for drugs and an add-on to the composite
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rate, it still did not provide our industry with an annual market basket update. As you
know, the Medicare program accounts for over 80 percent of the revenue for most
dialysis facilities and yet our members are the only providers under Medicare that are not
statutorily entitled to an annual adjustment in the composite rate and do not receive cost
or bad debt payment for erythropoietin and non-routine drugs. Our membership,
particularly the independent free-standing facilities and small hospital-based units, are
required to absorb cost increases, shifting reimbursement policies, budget neutrality
requirements and the prospects of a value-based performance system without any
additional Medicare funds and nowhere to look for new revenue. For many, the only
.choice will be to lower labor costs by replacing licensed personnel with technicians,
sending patients to hospitals for high cost medication infusion, or to close their doors.

We believe that it is incumbent upon the Centers for Medicare and Medicaid Services
(CMS) to recognize this reality in fashioning the final regulations. We also urge the
Administration to join with our industry and patients in requesting that Congress treat
dialysis providers as all others under the Medicare program and enact into law an annual
market basket update in the composite rate equivalent to the Medicare Payment Advisory
Commission (MedPAC) recommendations of 2.5 percent in 2006.

With regard to the Proposed Rule, we will focus most of our comments on the sections
relating to “Revised Pricing Methodology for Separately Billable Drugs and Biologicals
Furnished by ESRD Facilities” and “Proposed Revisions to Geographic Designations and
Wage Indexes Applied to the ESRD Composite Rate Payment.” We are generally
supportive of the provisions captioned the “Proposed Revisions to the Composite Rate
Exceptions Process” and “Telehealth.” We will also raise two areas of concern with the
existing case mix adjustment system,

Telehealth

The NRAA fully supports including dialysis facilities as an approved place of service. In
so doing, it is important that CMS clearly articulate that the place of service refers to the
clinic or facility as a whole as the originating site. We support adding physicians, nurse
practitioners, physician assistants and non-group medical nutritional therapy to the
available telehealth services and allowing certified registered dietitians, registered
dietitians, and nutritional professionals to bill for their services.

ESRD - Pricing Methodology & Drugs and Biologicals

We greatly appreciate CMS’ quick recognition and resolution of errors in the initial
proposed Rule relating to the calculation of the add-on adjustment. The September 1
correction notice resolves our concerns with regard to the exclusion of three “J” codes
and the inclusion of hospital-based facility data in the calculation of the weight to be

given erythropoietin.




We remain concerned, however, that CMS has not corrected the calculation of the trend
factor, the estimation of the cost of syringes for administering erythropoietin, and the
calculation of the update factor for Average Sales Price (ASP).

With regard to the trend factor, we must take issue with the reliance on an erythropoietin-
based growth factor of 9 percent as the basis for calculating the trend factor for
determining the drug add-on adjustment. It is imperative that CMS use a growth factor
that truly reflects the historical growth rate of all types of ESRD drugs.

In its March 2005 report, MedPAC determined that the spending for non-erythropoietin
separately billable drugs was 17 percent per year between 1996 and 2003. It also
determined that the historical trend for erythropoietin was 14 percent per year for the
same period. By so substantially underestimating the growth factor (9 percent estimated
vs. 14 percent actual for erythropoietin and 9 percent vs. 17 percent for non-
erythropoietin medications) dialysis facilities will lose hundreds of millions of dollars.
Not only does this defy congressional intent that the add-on adjustment should not result
in lower payments, it will cause severe financial harm to small independent and hospital
based dialysis facilities who are struggling to remain in business. This could result in a
decrease in the access to care and adversely impact the quality of care provided to
patients.

The proposed Rule also assumes that the growth rate of erythropoietin can be applied to
separately billable drugs and, thereby, CMS can avoid a separate calculation for these
drugs. MedPAC has recognized the inadequacy of this approach and in its March 2005
report estimated a significant difference in the growth rate of erythropoietin and other
drugs. CMS should undertake a similar analysis and recalculate the growth factor using
separate estimates for erythropoietin and separately billable drugs.

We are also concemed that CMS miscalculated the amount or cost of syringes used to
administer erythropoietin. It appears that CMS, estimated the value of syringes, at $1.00
versus the allowed $.50 and, as a result, has significantly overestimated the total amount
of payments attributable to syringes. This has a substantial impact on the calculation of
the drug add-on adjustment. We would urge CMS to re-examine its assumptions and
correct the amount of payment based upon the use of syringes and then re-calculate the
drug add-on adjustment.

With regard to the determination that the price of drugs will be based upon ASP+6
percent, we are gravely concermed with the methodology employed by CMS and the
ultimate impact on our members. In our comments last year, we urged CMS to rely upon
an inflation factor that reflects historical trends of ESRD drugs rather than all drugs as a
more accurate reflection of the costs of drugs actually used by dialysis facilities.
Unfortunately, our recommendation was ignored last year and seems to be ignored again
in the proposed Rule. The inflation factor of 5.7 percent is the forecast for all
prescription drugs, not injectable medications. This does not reflect the actual ESRD
drug trends as determined by CMS’ own analysis. We would again urge CMS to base the
inflation factor only on the actual drugs used in dialysis facilities.




In determining the appropriate basis for establishing drug reimbursement, it is also
important to recognize that, in providing quality care to patients, dialysis providers are
much more reliant on pharmaceuticals than other providers. A disproportionate share of
our costs relates to injectables and other medications that are necessary in treating our
patients. With the costs of pharmaceuticals increasing significantly (e.g. Amgen raised
the price of Erythropoietin this past quarter by 4.9 percent for most independent facilities)
and the fact that these increases occur at various times throughout the year, we are very
concerned with the inherent time lag in reimbursement for these products in any of the
proposed systems. This again will more severely impact small independent providers
more adversely as they cannot, despite purchasing through GPO’s, purchase medications
at the lowest price.

Whether CMS bases reimbursement on ASP, Average Manufacturers Price (AMP),
Average Acquisition Cost (AAC), or Average Wholesale Price (AWP), there is still a
substantial period of time in which our members must absorb the cost increases before
the reimbursement rates are adjusted. For the smaller facilities, particularly in rural and
inner-city areas, the additional costs are extremely problematic, forcing them to look for
savings in other areas that may impact patient care or creating an insurmountable barrier
to their remaining in business. We urge CMS to recognize these difficuities and adjust
the reimbursement rate to compensate for the time lag.

We are also concemed that neither the ASP nor other methodologies compensate for
wastage, spoilage or the costs of handling pharmaceuticals. Nor are these costs reflected
in the composite rate. In this regard, I am enclosing as Attachment 1 to our comments an
article entitled “Analyzing the True Cost of Delivering Medications” by John A. Sargent
and William W. Kingston that appeared in a recent issue of the American Journal of
Kidney Diseases. As the article emphasizes, it is incumbent upon CMS to understand the
full costs to providers of purchasing and providing the necessary drugs and biologicals to
dialysis patients and to make certain that facilities are fairly reimbursed for all of these
costs.

Hospital Reimbursement

NRAA believes all providers, both freestanding and hospital based, should be reimbursed
fairly for drugs based on a cost plus system. Money should not be shifted from one type
of provider to another when both are administering the same drugs. The add-on
percentage should include an amount to compensate for the lag in drug reimbursement
when there are price changes.

ESRD - Composite Payment Rate Wage Index
For many years the NRAA has urged CMS to update the labor component of the ESRD

market basket to reflect current costs. We are pleased that CMS has recognized the
importance of revising the wage index, rather than relying upon data which is more than



20 years old. In reviewing the methodology set forth in the proposed Rule, however, we
are extremely concerned with the immediate impact on dialysis facilities in many states.
We are mystified by the negative affect on the composite rate when labor costs have
increased in all areas of the country over the past two decades and question whether CMS
is basing its calculations on 40 percent or 100 percent of the wage adjustment that took
place in the 1990’s.

As an example, if CMS uses the wage amount as if it represented 100 percent of the wage
adjustment, rather than 40 percent, the difference between the 1990 wage index and the
current wage index will result in an overstated adjustment. For example, the “old rate”
for Orlando, Florida is 1.0009 and the “new” rate is .9677, a difference of .0332.
However, Orlando’s wages only reflect 40 percent of the delta between the wage index
prior to 1990 and the new one. Not knowing what the wage index for Orlando was prior
to 1990, we will assume it was .9600 and was going to 1.009. The total difference for the
five-year phase in was 1.009 minus .9600 which equals .0409. Only 40 percent of that
difference was applied before the phase-in was terminated by congressional action.
Therefore, the wage index since 1990 would be .9600 plus 40 percent of the difference,
equaling .9796. To bring it to the “new” wage index, the difference would be .9796
minus .9677, equaling .0119. This is a significant difference from the adjustment
proposed by CMS.

Furthermore, we are extremely concerned with the impact of the revised wage index on
dialysis facilities in rural areas and in certain states. Implementation of the “new” index
in Ohio, for example, will result in the composite rate for numerous facilities being
reduced by more than $14.00 for each treatment. Obviously, facilities cannot suffer such
a large loss in revenue and continue to serve patients. We are most concerned with the
impact in states such as Ohio and in other states with a large rural population.

Compounding this problem is the fact that diatysis facilities are not entitled to an annual
update in the composite rate and have no means of gaining additional revenue. We fear
that in those areas that will incur a dramatic loss in reimbursement the provider will have
no choice but to discontinue treatments and no other provider will be interested in
assuming responsibility for these patients. It is imperative that CMS and Congress act on
the MedPAC recommendations of increasing the composite rate by the 2.5 percent for
2006.

Given our limited access to data and the underlying assumptions used in calculating the
“new” indices, the NRAA encourages CMS to develop a state specific impact analysis
and share this information with the dialysis community. Once this data is available then,
working with the cormmunity, CMS would be better able to make adjustments in the
current floor and ceiling and to fashion a transition period that will not destabilize
dialysis services in critical areas of the country. It is clear that the current proposal is
disruptive and that the transition period is inadequate. We would urge CMS to delay
implementation for a six month period, engage the community in discussions, and then
determine appropriate adjustments in the floor and a transition period that may need to
exceed two years.



ESRD - Exceptions Process

The NRAA supports the provisions in the proposed Rule conceming the exceptions
process. It appears, however, that the language on pages 45873-74 eliminates the current
provisions implementing the congressional requirement allowing facilities to maintain
their existing exception status. Given the clear intent of this section of the proposed
Rule, we do not believe that this was intended by CMS. Simply re-instating the language
that is currently in 42 CFR 413.180 (e) and clarifying the language in the preamble would
eliminate this concern.

Case Mix Adjustment

We appreciate this opportunity to raise two concerns with the current case mix adjusters.
Our first concemn relates to the current reimbursement for patients who are double
amputees. Reimbursement for these individuals is reduced by an average $20 per
treatment following the second leg amputation because of the adjusters relating to height
and body mass. Yet, these patients still require the same or additional treatment time (as
demonstrated in Attachment 2) and, since they are wheelchair or stretcher bound, they
need additional staff assistance for transport upon arrival and within the facility.

To adequately reimburse facilities for the costs of treating these patients, the NRAA
recommends that CMS base the reimbursement for these individuals on their full
estimated height. Current policy for nutritional instruction and weight management for
Registered Dietitians states: “Each new or transfer patient will be measured....cither by
standing with a stadiometer...... or estimation of height from arm span.” It would be
consistent with this policy to base reimbursement on determining an individual’s height
by using the outstretched arm as an estimate of full height. Such a modification in
current practice would more truly reflect the costs of treating these individuals.

We remain concemed with the disparity in the case mix adjusters assigned to the young
adults and oldest patients under the case mix criteria implemented in April. While some
statisticians believe that the cost of treatment for young adult patients exceeds the cost for
our most senior patients, the experience in many facilities is quite the opposite. Given
the numerous chronic conditions suffered by the more aged and the fact that many of
them are not ambulatory, we find that the cost of treatment for these aged individuals
exceeds that of young adult patients. We would encourage CMS to engage in a study
focusing specifically on the cost of treatment of these two age groups and then, if
appropriate, adjust the current weights assigned to them. Our members would be pleased
to assist in the development and implementation of such a study.



The NRAA greatly appreciates this opportunity to comment on the proposed Rule and
your review of our concems. We would be pleased to respond to any questions you may
have and look forward to continuing to work with CMS on all matters affecting the
dialysis community.

Sincerely,

D wnceen Innbact

Maureen Michael
President
NRAA
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Analyzing the True Cost of Delivering Medications
John A. Sargent, PhD, and Wiillam W. Kingston, MEng
® Reimbursement to providers for delivering medications In the dalysis flekd la ® subject of cumrent concarn, with

#ome payors imiting payment to an emount equaling the

provider's acquisition cost. At the same time, some

providers atbitrarily mark up medications by a large facter. For Uialysie, as woll ag for the general medical fiald, an

p-romtofllrlrmprieumdnhnbummmlmml:

anslysls evaluated all cost elements invelved in the dellvery of madications snd determined that an incresse over

INDEX WORDS: Costs; delivery; dialysis; drug; medication; reaimbursement.

LL PAYORS FOR health services are inter-
¢sied in avoiding overpayment for covered
services, including medications. Correspond-
ingly, providers want to be adequately compen-
saled for providing health scrvices, including
delivering medications. Apparently, many provid-
¢rs use pricing formulas for drugs, as well as
services, as a means of increasing revenue to
cover losses ¢lsewhere in their businesses,! In
such cases, the charge for a medication may have
little bearing on the actual cost of the drug, but
will reflect some “standard markup formula™ of
the provider. Compensation for delivering medi-
cations has been a particular issue in government-
funded progrems, specifically, with Medicare
funding for nonroutine medications in the end-
stage renal disease (ESRD) program, and has
changed during the years. More than a decede
ago, the practice of payment for ESRD medica-
tions by using a formula based on the amount
charged was changed, and compensation was in-
stead based on the average wholesale prics, with
Medicare paying a percentage of that value.? Re-
cently, the approach has changed to conform to
the Medicare Prescription Drug, Improvement,
and Modemization Act of 2003, and & method
based on acquisition cost plus a {lat fee besed on
the volume of treatments performed has been
proposed.* This approach appears to address
paying for other dclivery costs; however, the
method used to develop the add-on fee siraply
allemnpts to maintain the statns quo and does not
consider the adequacy of the reimbursement.®
The general attitude that drug reimbursement
should be based on the drug purchase price is

widely shared, even outside the medical field. In
the early 1990s, (here was concern about reim-
bursement for erythropoietin for the treatment of
anemig in patents with BSRD, whick was being
reimbursed 2t that tiroe at a flat rate of $40 for
treatments that included orythropoietin for up to
7.000 U/dose. It was discovered that the average
administered dogc was 2,700 units (priced at
$10/1,000 units by Awmgen,. its manufactarer
[Thousand Oaks, CAJ), and there was some
oulrage over the pereeption of profitecring, a
view reflccted in an article in the Wall Street
Juurnal.S Regardless of whether this allegation
was cotrect, the view that formed the basis of the
article was that a provider should not be paid
more for a medication than its purchase price,
This perception ignores the actual cost of admin-
isteting a medication, perhaps through a superfi-
cial understanding of thé costs involved.

The goal of this article is to provide a frame-
work for discyssing appropriatc pricing and pay-
ment for medications between providers and
payors, using the dialysis sctting as a specific
casc, rather than address a specific method of
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reimbursement. It provides a method to devclop
the general components of cost and mutually
establish a fair level of reimbursement.

The method defines relationships that address
the total cost of delivering medications to pa-
tents. These relationships contain coefficients
that need to be quantified for the specific provid-
er’s business. We indicate how these coefficients
can be calculated and also provide an example.
We do not propose universal valucs because
valucs would be expected to be different for each
provider. Even so, the provider-specific valucs
would bc cxpected to be in the same range
because of the commonality of activities in-
volved in the administration of a given drug.
This expectation is in contrast 10 the vest differ
ences among similar medical providers for the
same medications that have been reported re-
cently (eg, a more than S-fold price difference
among California hospitals for Percocet! [Endo
Pharmaceuticals, Chadds Ford, PAJ).

These factors also will vary based on the type
of drug, although certuin classes of drugs may
have similar coefficients based on the similarily
of their administration. For example, delivery of
an antibiotic would differ from the use of parical-
citrol or intravenous iron in terms of supplies,
monitoring, and so on required. Also, supply
costs may differ based on the size of the provider
and ability to negotiate the price of supplies;
ovechead costs may differ; receivables and collce-
tions costs may vary; and salary and benefit
levels certainly will vary.

Drugs arc not sn isolated aspect of the diatysis
treatment, and a payor might contend that they
are already paying some of these costs as part of
other payments. It is true that if staff is underuti-
lized, staff requirements may not incrementally
incronse, but it should bc an essential part of
discussions with payors regarding a fair rate of
reimbursement that there are costs other than the
purchase price of the drug involved in its deliv-
ery, and it ig essontial to determine how these
costs urc covered. For cxamplc, it is not uncom-
mon for some dialysis providers that use a com-
bination of treatment nurses and technicians
to bave at least | nurse whose sole duty is to
administer medications (as required by many
state statutcs), That is, if no mcedications were
administered, this nursing position might be
climinated. Likewise, supplies required for other

SARGENT AND KINGSTON

aspects of drug delivery, such as needles, alcohol
wipes, and 80 on, would not be required. The
overall thrust of the article is that there arc costs
sysociated with medications in addition 1o the
purchase price, and part of the reimburscment
discussion should be where those costs are cov-
ered

The followlng analysis provides a generalizcd
description of cost elemeiits involved in provid-
ing medications and is intcnded as a deliberate
approach for both providers and payors in the
dialysis field, but also in other areas of medicine.
For providers, it should give some insights about
what this part of their treatment obligations costs
them aod help establish reasonable formnlary
prices for objective discussion with payors. For
payors, this analysis should assist them in recog-
Dizing the true cost of medications for their
clicnts and beneficiaries. The elements of cost
are gencral so that the individual provider can
dctermine the actoal values for their specific
situation, although an Dlustretive ¢xample is in-
cluded to show the ngtvre of the computations. It
also iz hoped that the practice, where it exists, of
simply “marking up” medications! will yield 10 a
more structured and deliberatc approach to the
pricing and reimbursement of medicarions.

ANALYZING THE COST OF A MEDICATION

The basic cost of delivering a medication
consists of 4 components: (1) parchase pricc of
the drag, (2) cost of supplics necessary to deliver
it, (3) cost of labor to deliver it, and (4) ovcrhead
costs necessary for the medication to be avuil-
ublc to climical staff,

The basic cost of the drug delivery is the sum
of these componenis. Detailed relationships for
these components are developed next. To obtain
the overall cos, relationships also include coeffi-
cicnts to account for factors that increass the cost
relative to the basic calenlation. Por example, the
cost of purchaging the medication must be ad-
Justed to reflect the frequent situation in which
more medication must be purchased than is acty-
ally delivered to the paticnt, These coefficients
are discusscd. In addition to explaining how this
analysis can be used to yield the actual cost of
delivering a medication, factors and cocfficicats
are developed for the specific case of the delivery
of vancomycin in the dialysis sciting.
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Specifically, we consider the example of a
1,000-mg dose of vancomycin, which the pro-
vider purchases by the box (containing ten
300-mg vials) st 2 purchase price of $30.00 (or
$3.00/vial). The dosc is prepared by dissolving
the contents of each of 2 vials of vancomycin in
10 mL of sterile water, which will require two
10-mL sterile water vials, along with 2 peedle-
syringe barrel combinations and associated alco-
hol wipes. After the 2 vials of vancomycin are
reconstituted, they are introduced into 2 100-mL
bag of sterile saline, which is conneetcd through
a tubing set to an infusion pump. The 1,000 mg
of antibiotic then is administered over the courye
of an hour, with nursing staff petiodically check-
ing the process and the patient. The calculations
described are Listed in Table 1, which also shows
dmmbeenmdandcalculaﬁons,pcrformod
(as described next) to yield the specific parame-
ters,

The generalized cost of administering a medi-
cation can be represented as:

Cu= (Cr+ Cs + Cr + Conpla®b*c (1)

where Gy, is the true cost, or fair charge, for the
medication; C, is the purchase vost of the medi-
cation; Cg is the cost of supplies required to
adnﬁnistu'lhedmg:crisﬂichborcostmquimd
to administer the drug; Coyyp, 18 the overhead
cost of providing the medication; and u, b, and ¢
are coefficients that adjust the medication cost
based on facility financial ¢xperience and require-
wmeats (defined next). Each of the terms in equa-
tion 1 is developed in turn,

Purchase Cost of a Medication, Cp
Cp can be represented as:

G =d*e(Pm/M) (2a)

where P is the purchase price of a giveu gnamity
of the medication, M is the amonnt purchased for
P, and m is the net amount of the medication the
patient receives (presumably the amount ordered
and the basis for filing a puyment claim). For the
cxample of vancomycin, the cost of 1,000 mg of
vancomycin is the cost of two 500-mg vials (P,
the cost of I vial, is $3.00; M is 500 mg; and
m is 1,000 mg): Pm/M = ($3.00)(1,000 mgy
500 mg = $6.00.
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The cocfficient d is u usage cocfficient that
aneounr.sfprlcsstlmnthel‘ulldalivuyofthe
purchesed amount (M/m * qumber of administra-
tions from a single purchased amount ~ M,
which for a medication in which Jegs than the full

amount is used will yield d > 1.0).In
the vancomycin example, all contents of the 2
vials are used, and d = 1O (Mis 500 mg: m is
1,000 mg; the number of administrations from g
single vial is 0.5, end d = 500/(1000 * 0.5) =
1.0.). The coefficient ¢ is a breakage, spillage,
and/or spoilage coefficient (= > 1.0). Thig coeft-
cient considers that in addition to the difference

‘between the discrete dose and the purchased

quantity of medication addregsed by coefficient
d, there will be spillage, brenkage, spoilage, and
$0 on in the process of administering medica-
tions to paticnts, There will be practical upper
limvit on this coefficient (ie, it is unlikely that
large fraction will be lost or spillcd). Our avail-
able information for the vancomycin example
did not include accurate data for breakage, spill-
age, and spoilage, and ap assumption was made
that of 20 boxes purchased (200 vials), 1 vial
would be discarded foc this reason: ¢ = (1/1 ~
1/bage for | spoiled unit) = 1/(] - 1/200) = 1/1 -
0.005) =~ 1/0.9950 = ] 005.

Using these values for the vagcomycin ¢x-
ample, Cp = 1.0 * 1.005($6.00) = $6.03,

Cost of Supplies, C
Cs Is defined as:

c:’cﬂshmu'*'coskﬁx.nh"‘coskmm

bol wipes, and so on. For the van¢omycin ex~
ample, disposables conxist of an intravenous set
($1.17 each), Z necdles ($0.08 each), 2 syringe
barrcls ($0.18 euch), aud 4 aleohol wipes ($1.67/
box of 200: $0.03), for 2 total Costyyyooupias O
$1.72,

tlﬁscnsearethestu-ilesalinemstm-ilcwatcr
used 10 dissolve lyophilized medications; they
also include saline used to administer the drug to
the patient (eg, 150 10 250 mL for intravenous
administration of this antibiotic). The cost of
solutions will be 2 vials of stcrile water (30.22

R L R
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Tabla 1. Caloulation Matrix for the Example of Coat Calculations for Vancomyein, 1,000 mg
Bymbal Variable/Cosficiant Source Calculation Fermule~-Explanation Valve
Cakultion of Cp
P Price of n unit of drug Entared $30/0ax of ken 500-mp vials $3.00
M Purchased amount Enterad 500-mg vial 500 mg
m Adminiatonod smount Enterad 1,000 mg 1,000 mg
No. admvinistration from vial wm [+ 1
d Usage ooafficient Caleuiated MAM * no. administmiions from viel} 1.00
Basa amourt for 1 unit Ertered Assumaa for 20 boxes, 1 vial Is aot - 200 viala for 1
spolad used diecardod
) Brewkege, spitiage, spollage  Calculated 141 — {/owss for 1 epolied unit) 1.005
Ce Purchase coat of dng Caiculated  D* o{Pm/M) $8.03
Cakulation o1 Cy
COSt gwpopabies Neadies, synnge barrels, IV Enrered IV lubing, 2 needios & syringe $1.72
sety baitels
COMeririn sctra Storfle water, sodium Entared Two 10-mL wter, 100 ML aoEUM $1.36
chiorice, wipey chioride, 4 aicohol wipaa
Purchase cost of equipmint Entered From provider purohase datx $1,500 guch
No. of Rems Entered Exira nesded aa spase 2
Ne. of usewmo Entared Tabie 2 adusted for el pump 24
dlivaced drugs (Teble 2)
Co8lagmin i Costparuseciequipmenl . - Calculsted (5 cowt ol pumpsH{monitiy usage $200
(over5 Y} * 00 mo)
Cs Cosl of supplies Calculaled  CoSlacposurses + CONtartran acing + $5.18
COtl o e
Cakulalion of C
T airminiaintve Cheok orders, chart, make Entered Time motion svalulion by 4min
chart enitias L
Tastvery Drawing, dieolving, pump Entored Tima molion svaluation by € min
st up, & start experienced salf .
Trartsnng Monfloring patient & delivery  Ertered Time motion wvaluallon by 5min
aperienced vl
t Baals of stalf compansation Enlated ih €0 min
Salary Enterad 524,85 lor southeast US; $30 Inr CA $24.85
Fringes Emarnd 23.7% of salary in southoast 22.7%
q Hourly cokt of alalt Calcutawed  Salery ™ {1 + Fringet) $30.74
C-r Cosl of bor Caletiated cr-q'(fm+.rm"' $769
T,
Covio Overhead costa Coloulmied  Ses 1ex3, eg, party ars lumpad and §0.41
wotared
Caleualion of m
Base revenud axpecivd Enternd Relmburssment data from provider $100.00
Amourt of expacied Entered Reimbursement data from provider $50.55
revenue collectad
[ Coltection coefficient Calcuisted  Expected revenue/actual collection 1033
Calculgtion of b
T oamary Tiae for payment fom Entered From provider fnrandlal-coliaction 724
primary payor
Tovantay Time for payment from Entered From provider Rrencial=coliection 9d
Seconaary dats
r Velua of money Entated From invésiment experiance of a 10%
dialysis provider
b Peceivables coslfictent Calculated b= 1 + (BT pgmpey + 2(Toamstary — 1.0212
Toupwiad" 385
Culoulntion of o
Daslired profit Entared Reasorxible level of profil for 8%
e Profil lacior Culciialed 1+ ceaired proft 1.08
Calulation ol Gy
[r True costiatr change for Calculated Gy = (Cp + Cg + Cr + Cownpl £01.,98
madication “a*b*ec
Factars in he oost
relaBanship
Interceps of coat v price Galculaled a*b*c®(Cy + Cr + Conmnl 315,10
ourve
Slope of cost v price curve Coalpyisted a~b*c*d’a 1.145
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Table 2. Caleutation of Medication Dosea per Treatment for 1 Hospital and 3 Free-Standing Clinkos

HCPO Dng HCPODose  OWdPrice NewPrive HowplslA  ClnioA ChnkE  ClinkC
Erythoopoietin 1,000 U $1000 so.7e 822 1,010 1,628 748
00732 Pnreumococcsl vaccing 0.5 mL $23.28 $23.28 1
20747 Hapatts B vaccine 40 g $110.02 $57.27 7 1 ]
JOG3S Caicitriol 0.1 ug $1.38 $0.90 179
JOBBO Colfazolin sodium injection 500 mg .78 $023 1 3
JG713  Ceftazidime 500 mg $8.75 $3.74 4
J1270  Doxercalcifercl, injection 109 $550 $280 520 142 804
J1580 Gonlamygin 80 mg 5195 S$1.44 1 9 2
J1750  Iron dexiran 50 mg $1791  $11.06 8
J1756  Iran sucrose Injection img $068 5097 276 - 340
J1858  Levocamiting 1g $3420 31383 12
J2601 Paricaicitot 1 ug $5.33 $4.00 310 83
J2550  Promethazine HC injection 80 mg $267 g2 25 18
J2816  Sodium farrie gluconate 125 mg $8.17 %495 268
complex
J2997  Attaplase recombinant 1mg 53670 $31.74 ) 1
J3370  Vancomyein HCt infection 500 mg $703 s$298 5 15 14 9
J7T130  Hypenonic saling solution 20mb $3.16 125 11
Medicare composite rate $142.74  $132.03 s125.73
Total non-arythropoistin 817 758 1299 408
medications given
Treatments 1,058 1,408 1,711 965
Erythropoistin adminstered/ 0.78 0.72 0.95 Q.78
reatment
Madications administered/ 0.78 0.54 0.76 042
freatment

Abbreviation: HCPC, Healthcars Common Procedure Code.

cach)andalO&mengofsterilenlim(u
$0-92), for a [Otal costum solos 0f$1.36.
Cmmw mserﬂmthe cost of
specialized equipment for the administration of a
drug; specifically, when a continuous infusion
device is used, such as is the case for thig
cxample, and part of its cost must be allocated to
the delivery of that drug. (This wili be the cost
per use of this equipment over its expected life,
or, in some cases, the pump must be rented,
which reflects the same cost factor.) For vanco-
mycin, an infusion pump is necded, and this must
bo accounted for a5 COStuamip pqu- The provider
that is the source of data for thig example has 2
pumps available (a second as a backap or.in the
case in which 2 are neaded simultaneously), The
pumps cost $1,500 cach, and we assume thay
they have a 5-year life (60 months}, As listed in
Table 2, clinic A performs approximately 15
treatments per month in which vancomycin is
administered. Considering that other medica-
tions may reguire a pump, we agsumed there may
be 24 pump uses per month, or 1,440 uses over

the life of the pumps. The cost of administra-
tion equipment would then be $2.08 per use

(Costyppus,
these vuue-sq;'gr

“delivery,” and

= 2 * $1,500/1,440 uses), Using
the vancomycin example:

Cs=$1.72 + $1.36 + $2.08 = $5.16
Cost of Labor for Delivery of the Medication, C;

allocated to the

C; can be represented as;
Cr“‘l*(Tnﬁhm+Tm-q-+me)/t

(2¢)

In equation 2¢, the 3 terms “administrative,”
“monitoring™ refer to ke time

tasks required of clinical

nursing siaff in the administeation of a drug,

Administcative tasks are common to all medi-
cations and reflect the time required to check
physicians' orders, check the patient’s chart for
information that might suggest a contraindica-
tion for administration, and make appropriate
cutries in the medical record.



Delivery of the drug involves the time needed
to draw and administer it. For some drugs, this
may amount to delivery of a pill or a simple
jnjection. For others, it may require drug prepara-
tion (eg, vancomycin) and assembly of dclivery
means (cg, satine drip or infusion pump).

Monitoring is nccessary for some drugs. Fer
- such medications as intravenous antibiotics, the
patient must be monitored as the medication is
being administered, requiring extra nursing time.

Total time required, T, will be some fraction of
a unit of time, t, on which staff cost, q, is hased.
Administrative, delivery, and monitoring tasks
are estimated to luke 4, 5, and 6 minutes, respec-
tively, for a total effort of 15 minutes. The labor
rate varics in varlous parts of the country (a
sampling of the southeast, $24.85/h, and Califor-
nis, $30.00/h). We chosc the lower value of
$24.85/ and a provider rate of 23.7% in fringes,
which results in = tabor cost of $30,74/h.

The cost of labor associated with administer-
ing 1,000 mg of vancomycin is Cr = $30.74(15
minules/60 minutes) = $7.69,

Overhead Cost, Covup

This is the cost of making thc drug avzilable,
which s defined as:

Covup ™ Casderiny T Caativaey T Crecviaveantiop
+Cpp+Con (2d)
The § cost terms in equation 2d are activities
required to havo the medication available for
clinical stff, Coleng 1S e cost of locating the
supplier, requesting and receiving quotes, negoti-
ating the price, and placing the order. Cogirery
reficcrs the shipping cost (generally the responsi-
bility of the purchaser). In addition, some medi-
cations ordered by a physician may not be kepl in
stock by the facility and must be purchased from
a commercial pharmacy, and such drogs mnst be
delivered by the pharmacy or picked up by
faclllty staff. C'mmmx.r is the cost of receiv-
ing medication deliveries; storagc and special
conditions (temperature and security), and break-
out of the guantitics needed by clinical staff.
C,.» (accounts payable) and C, 5 (accounts re-
ceivable) reflect administrative resources to pro-
coss invoices and make payments, as well as

gencrate claims and collect for services.

SARGENT AND KINGSTON

These costs are difficult to delenmine for each
separate item used in dialysis, such as for an
individual administration of the antibiotic of our
cxample, and an approach that considers total
costs in these categories divided by the quantity
of medications processed may be appropriate,

A typical value for these efforts applicable to
the vancomycin example, provided by a 4-clinic
dialysis program, was approximately $0.41.

Adjustment Coefficients g, b, and ¢

"The sum of these cost factors (equations 2a 1O
2d) reprosents the cost of providing the medica-
tion. This sum must be further adiusted for 3
factors: a, collection coefficient; b, receivables
coefficient; and ¢, profit factor.

Collection coefficient (a) = (2 = 1.0) addresses
the sitgalion in which all costs of the medications
cannat be collected and will include “bad debt.”
A value of 1 indicates complete collection of
expected payment for a claim, or a = (amount
expected)/amount collected), For example, if a
Medicare paticat has secondary insurance, which

. pays 80% of an outstanding balance, Medicare

puys 80% of the cJaim, the sccondary payor pays
80% of the balance, ieaving 4% of the claim as
the patient’s responsibility, and if the patient
cannot pay this amoont (which can be the casc
for impoverished patients), the remaining 4% is
uncollectible. In this case, a = 1.0/0.96 = 1.042.
This coefficient should be based on facility expe-
rience, and analysis of billing and receivables for
the 4-clinic provider mentioned resuited in a
yield of $96.85 for cach $100.00 expected. That
i8, there was $3.15 of bad debt far each $100 that
would legitimately be expected 10 be collected.
This yiclds & collection coefficlent a of $100.00/
$96.85 = 1.033,

Recelvables coefficient () — (1.0 < b < 1.1}
recognizes that the clinical facility must carry the
cost of drug sdministration as part of its working
capital until it gets reimbursed by payors. In
current medical rcimbursement, it is virtmally
certain that the facility must pay vendors, suppli-
ers, and staff (ie, all costs described in equations
21 to 2d) beforc payment is received.

The cocfficient cun then be defined as:

b =1 + (08T uummey + 0-2Tsccontnry) * 17365
where r is the valuc of money (0.05 < r < 0.2),
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T mirnary 18 the lag between delivery of services and
payment by the primary canier, and T, outery is the
lag between delivery of services and payment by
the secondary carrier. Note that only in the event
full payment is received simultanecusly wilh
delivery of services will b eqqual 1.0,

Cur representative provider collects payment
from primary insurance plans in 72 days from
date of service (T yman = 72 days) and from

“secondary payors in 99 days (Tecondary = 99

days). With the value of money at 10%, these
data yield:

be1+(0.8%72+ .2%99)%1/365 = 1.0212

Profit factor (c) is the final coefficient in
equation | (1.0 < ¢ < 1.2). The cost terms in
cquatioo 1, together with adjustments for re-
ceivables cost and collection efficiency. cap-
ture the costs involved in delivering the medi-
cation. Therefore, at a value of 1.0 for c, the
provider would “break even” on the delivery
of medications. However, for providers to op-
erate as successful businesscs, they must re-
ceive retumns on fiaancial investments similar
to what could be eamned by investing else-
where. The terms in equation 1 require capital
investments proportional Lo the costs, either in
working capital to fund costs uatil they are
reimbursed or for investments in equipment,
and have been normalized to values per admin-
istration. Selecting a value for ¢ greater than
1.0 then provides an easy method of incorporat-
ing a return on invesied capital adequate to
compensate the provider for assuming the risks
involved in the business and competitive with
alternate investments. When reimbursement
ratcs are subject to negotiation, using this term
also provides a clear understanding of the
proposed return on investment for both parties
in the negotiation,

Actual profit in the dialysis field varies. Some
of the larger corporate providers that have the
advantages of volume purchasing contracts and
centralized adminisirative functions can realize
profits greater than 10%. Maoy smaller providers
have profits considerably less than this figure.
For the purpose of this example, we assumed a
profit of 8%, for which the profit factaris: ¢ = 1 +
profit = 1.08.

True Cost of 1,000 mg Yancomycin
Dalivery (dollers)

Fig 1. Cost of dallvaring 1,000 mg of vancomycin
as nfunction of s price; see example in text.

Combining All Factors to Compute the Actual
Cost of Drug Delivery

Cyy Is described in equation 1 as: Cp = (Cp +
CS+CT+Cm)a*b*C.SUbSﬁmﬁng
equation 2a for Cp, equation 1 becomes:

Cu = [(Cs + Cr + Conm)
+d*e(Pm/M)Ja*b*c (3)
From our vancomycin example:
Cu ™ ($5.16 + $7.69 + $0.41
+$6.03)*+1.033%1.0212* 1.08 = $21.98
Note that if equation 3 is expanded:

Cu=a*b*c*(Cs+ Cr + Covm)
+a*b*c*d*e(Pm/M) (3a)
it will be in the form y = A + Bx (jc, a straight
line with slope B and intercept A), with Pm/M,
the price of the administered guantity of the
medication, as the independent variable (Fig 1).

Specifically for equation 3a, the mtercept will be:

a*b*c*(Cs + Cr+ Covip) (3b)
and represents the fixed cost of giving the medi-
cation (ie, if the purchase price of the medication
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were zero, it would still cost this amount to
deliver if),
The slope:

a*b¥c¥dse (3c)

is the required markup on purchase price of the
delivered dose of the medication (Pm/M),
For our example, equation 3a becomes:

Che = 1.033*1,0212* 1.08 * ($5.16 + $7.69
+$0.41) + 1.033 41,0212
* 1.08 * 1.0* 1.005(Pm/M)

Cy = 1.139($13.26) + 1.145(Pm/M)
= $15.10 + 1.145(Pm/M)

ANALYSIS OF MEDICATION PRICING.

If medication prices charged by the provider
are plotted as & function of the purchase price per
dose, a straight line should result with a positive
slope (slope > 1.0) for medications thet have the
same administration routc and 5o on (fe, when Cq
and Cr. are the same), as shown in Fig 1. This
relationship also will apply when there is a price
increase for the same drug or a different amount
of the same medication is used as long s thers
are no changes in supply requircments. For ex-
ample, if the ordered amount of vancomycin
were reduced to 500 mg (1 vial), 1 ncedle-
syringe barrcl and 1 vial of sterile water would
not be needed. However, all other cost factors
would remain the same and the cost of adminis-
traling 500 mg would be:

Cu= 1.139($l'2.78) + 1.145($Pm/M) = $14.56

+ 1.144(53.00 * 500/500) = $18.00

The relationship developed for the cass of
administering 1,000 mg of vancomycin is shown
in Fig 1. In this case, the main costs arc associ-
aled with Jabor and supplies, with only a smali
markup on ths actnal purchase price of the deliv-
ered medication. Accordingly, if the dosc were
reduced from 1,000 to 500 mg, the reduction in
cost would be only $3.98 for a $3.00 reduction in
purchase price, und the total cost would be $18.00,
consisting of $0.54 of fewer supplics and $3.44
less because of less vancomycin purchased.

In this example, a fair prics for the delivery of
vancomycm purchased at $6.00 for a 1,000-mg

SARGENT AND KINGSTON

dosc would he $21.98, or 3.66 times the purchase
price of the antibiotic; the cost of 500 mg would
be 6.00 times the $3.00 purchase price. That is,
27% of the total cost in the 1,000-mg case and
17% of the total cost in the 500-mg case are
represented by what the drug cost to purchase.

It should be noted that different drugs may
have a different graphical relationship, such ag
Fig 1. Examination of equation 3b indicates that
the intereept for differing drugs will be different
based on the supplies needed (Cg) and labor
roquired (Cy). Coefficients b, ¢, and Coyprp
would be expected to be the same irrcspective: of
the medication for a specific provider, The slope
(sec equation 3c) also may vary, basically be-
cause d and e, the usage and breakage/spillage/
spoilage coefficients, will vary based on the
drug. Coefficients a, b, and c most likely will be a
function of the provider business model. Several
medications may follow a curve similar to that in
Fig 1 zs long as thcy have similar methods of
delivery and similar d/e valucs. Nonetheless, one
would expect several ralationships like Fig 1 that
can describe the wide range of medications used
by a specific provider.

DISCUSSION

In the flustrative calculation of the cost of
administering vancomycin, one would calculate
a mackup of 366% for a 1,000-mg dose and
600% foraSOO—mgdosc.Onthefnccofit(ie.
without analysis of the resources nccessary o
deliver this medication), these levels of costs
might scom excessive. However, from (he analy-
sis, w¢ contend hat this is far payment for this
untibiotic. Nonctheless, it would be a £ross mis-
reading of this analysis to say that markups of
this magnitnde arc justified for all medications,
although on the basis of a recent report, this
valoe may seem modest.! It may be because of
such examples (markups of 1,350% for medica-
tions that cost less than $40.00 were cited for 1
large provider) that payors belicvc this is an area
ol proven abusc. The thrust of this analysis is that
the concept of a standard markup iz il con-
ceived, However, as recently reported, the pro-
cess of pricing tcdications using markup formu-
lae is very common,' and we believe it is
Justifiably criticized. We contend that providers
should adopt a pricing model more closely follow-
ing this analysis becanse it rcflects the impact on




SV, Wy
. 4

3

LSl e dm gremn e .

renr . amet -y

PRSP S

TRUE COST OF DELIVEAING MEDICATIONS

their business and addresses common percep-
tions of fairness.

Given analyses similar to the one discussed as
the basis for this article, payors should be willing
to aceept the resulting costs as legitimate amounts
for payment. When such analyses are not avail-
able, they should be requesicd. The range of
prices for the medical facilities that were the
subject of a recent report indicates that this
of analysis. probably was not nsed in developing
their pricing models.” Also, such analyses can be
extended easily to other aspects of medical
charges, much as for nonmedical businesses,

In January 2005, the Centers for Medicare and
Medicaid Services instituted a new rcirburse-
ment process for the ESRD program that would,
on the surface, seem w uddress some of the
Issucs discussed in this article.* This new policy
decreases the amount that the Centers For Medi-
carc and Medicaid Services will authorize for
medications, in line with their determination of
the drug acquisition cost (Teble 2). which for 500
mg of vancomycin is $2.98 ($0.02 less than the
purchase price by many dialysis providers, as
discussed). Concomitantly, there will be an addi-
tional paymeat of 8.7% of the composite rate as &
“drug add-on adjustracnl,” seemingly account-
ing for the nonacquisition costs discussed in this
aticle and addressing the actual costs of drug
administration. Howcver, the apparent intent of
the method used to determine the add-on is to
preserve the reimbursement slatus quo without
addressing the adequacy of previous levels of
réimbursement,® Moreaver, in the second quarter
of 2005, concurrently with introducing a case-
mix adjustment, the composite rate will be re-
duccd by 8.84% as a “budget neutrality™ change.
The budget neutrality adjustment appears to be
intended to offset a presumed increase in reim-
bursement resulting from the introduction of the
case-mix formula. However, depending on the
true impact of the case-mix changes, it seems
possible that the reduction may effectively take
away some or all of the drug add-on adjustment,
leaving the provider with overall reduced reim-
bursement for medications.

SUMMARY AND CONCLUSIONS

It is in the interest of everyone involved in the
delivery of medical care to understand jts true
costs, and this certainly applics to the cost of

i 926

delivering medications. It often has appcared to
be the practice to adopt a seemingly arbitrary
appmachlothissnbjoct,onthepartoflhe
provider and payor. The markup method of well-
recognized medical providers, as recently re-
ported, supports the need for the methods dis-
cussodbpmvideadefensiblemﬁoualeforpﬂdng
in medical care. It also shows the challenges that
cmﬁuntﬂﬂseﬂ'ort.mpaymmaybcimlincd
1o base payment salely on the price the provider
pays its supplicc Conversely, the provider may
apply a “standard” markup or even come up with
& charge based on whal it believes someons will
pay.! The reported practices may be 2 product of
inadequate payment for services to which the
providera respond by marking up prices when
they can, followed by other restrictions in pay-
ment, and the process gocs on.

In either case, there is an issue of fairness:
reimbursing on the basis of the price to the

. provider forces the provider to either lose money

or overcharge somcone else. Conversely, arbi-
tratily setting a price based on what a payor will
Pay can result in overcharging the payor. It may
be naive to think that this process can be mrested
by analyzing the clements of cost and engaging
in objective discussions, but to break the cycle,
this approach may have merit and will help the
industry move toward a greater degroe of fair-
ness in drug pricing and reimbursement. Failure
to do s0 hurts everyone associaicd with deliver-
Ing racdical care and ultimately hurts the patient.
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Title of Policy/Procedure: Height Measurement Policy and Procedure

Issued/Revised Date: _8/30/05
Approved By:  Clinical Manager/

General Information:

Medicare method of “height as patient presents” is used for billing and reimbursement. Medicare
method of height is different from the standard method. Such is the case for patients with lower limb
amputation. For the purpose of kinetics, the use of height before amputations for a person missing both
lower limbs would be appropriate. For Medicare billing, the “height as patient presents” means actual
bottom of longest limb to top of head. The Registered Dietitians will be measuring patients both ways
to support both reasons.

Medicare requires that heights be measured on a regular basis. The Registered Dietitians will do this
annually. This information will be given to the Billing Secretary and changes made in the patient
records computer. Nursing will work with the Dietitians to communicate any new lower limb
amputations that need a re-measure.

1. FOR THE LAB COMPUTER AND NUTRITIONAL ASSESSMENT:
Each new or transfer patient will be measured by the Registered Dietitian either by standing with a
stadiometer, by estimating stature from knee-height caliper, or estimation of height from arm span.
This information will be given to the medical secretary to enter into the laboratory computer for
kinetic calculations. This method of measurement is the standard of care by the Nutritional
Assessment anthropometry. This type of measurement is also used by the Registered Dietitians for
Nutritional Assessments

2. FOR THE MEDICARE BILLING AND 2728 FORM:
The second method of measurement meets Medicare requirements for billing, and is referred to in
Medicare language as “height as patient presents”. Those patients with bilateral amputations will be
measured from the top of the head to the tip of the longest lower limb stump. This information
needs to be given to the Head Nurse and the Billing /Accounts Receivable Secretary for recording on
Medicare Form 2728 and entered into the Patient records computer (QCS). Anytime a patient’s
height is shortened by new or progressive amputation of a lower limb, they will need to be
remeasured upon return to the outpatient dialysis center. This new information also needs to be
updated in QCS by the RD.

Example: A person with one full leg still has full height. Once the person becomes a bilateral amputee,
they become shorter “height as patient presents”, and Medicare reimbursement changes. So they are
remeasured and the height in the QCS system gets changed.
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MIDTOWN NUTRITION CARE
119 WEST 57™ STREET—SUITE 1414
NEW YORK, NY 10019
(212) 333-4243

September 22, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Proposed Rule, Medicare Program: Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2006

Specific Re: Impact of Proposed Elimination of Nonphysician Work Pool on Medical
Nutrition Therapy Services {CPT 97802-4)

Specific CMS Language: “We recognize that there are still some outstanding issues that
need further consideration, as well as input from the medical community. For example,
although we believe that the elimination of the nonphysician work pool would be, on the
whole, a positive step, some practitioner services, such as audiotogy and medical
nutrition therapy, would be significantly impacted by the proposed change....We,
therefore, welcome all comments on these proposed changes...” Federal Register,
August 8, 2005, p. 45777

Dear Sir or Madam:

Midtown Nutrition Care respectfully submits the following comments that will show how
CMS may not only avoid any negative impact on medical nutrition therapy services, but
also increase access to these important preventive medicine services.

istory of Medical Nutrition Therapy Reimbursement

1. August 4, 1995, 104" Congress, 1 Session, Representative Serrano introduced the
first medical nutrition therapy bill, HR 2247, “Medical Nutrition Therapy Act of 1995".
Relevant reimbursement language was “...the amount paid shall be 80 percent of the

lesser of the actual charge for the services or the amount determined by a fee schedule
established by the Secretary for the purposes of this subparagraph.” [emphasis supplied]

2. July 17, 1996, 104" Congress, 2™ Session, Senator Bingaman introduced S 1964,
“Medical Nutrition Therapy Act of 1996”. Relevant reimbursement language was “...the
amount paid shall be 80 percent of the lesser of the actual charge for the services or the

amount determined by a fee schedule established by the Secretary for the purposes of this
subparagraph.” [emphasis supplied]




3. January 7, 1997, 105™ Congress, 1* Session, Representative Serrano introduced HR

288 “Medical Nutrition Therapy Act of 1997”. Relevant reimbursement language was
the amount paid shall be 80 percent of the lesser of the actual charge for the services

or ount determined by a fee s¢ e establis e Secre: or the ses

simis_s&lhpﬁ.rmm—” femphasis supplied]

4. June 24, 1997, 105" Congress, 1* Session, Senators Craig and Bingaman introduced $
Amdt 454, which became Section 5105 of PL 105-33, “Study on Medical Nutrition
Therapy Services.” It provides “(a) Study: The Secretary of Health and Human Services
shall request the National Academy of Sciences, in conjunction with the United States
Preventive Services Task Force, to analyze the expansion or modification of preventive
benefits provided to medicare beneficiaries under title XVIII of the Social Security Act to
include medical nutrition therapy services by a registered dietitian. (b) Report: (1) Initial
report: Not later than 2 years after the date of the enactment of this Act, the Secretary
shall submit a report on the findings of the analysis conducted under subsection (a) to the
Committee on Ways and Means and the Committee on Commerce of the House of
Representatives and the Committee on Finance of the Senate. (2) Contents: Such report
shall include specific findings with respect to the expansion or modification of coverage
of medical nutrition therapy services by a registered dietitian for medicare beneficiaries
regarding —(A) cost to the medicare system; (B) savings to the medicare system; (C)
clinical outcornes; and (D) short and long term benefits to the medicare system. (3)
Funding: From funds appropriated to the Department of Heath and Human Services for
fiscal years 1998 and 1999, the Secretary shall provide such funding as may be necessary
for the conduct of the analysis by the National Academy of Sciences under this section.”

5. March 18, 1999, 106™ Congress, 1* Session, Representative Johnson, on behaif of
herself, Representative Serrano, and numerous others, introduced HR 1187, “Medical
Nutrition Therapy Act of 1999”. Relevant reimbursement language was “...the amount
paid shall be 80 percent of the lesser of the actual charge for the services or the amount
ete under the fee sc le established uynder s b) [the physician fi

schedule] for the same services if furnished by a pgyglc;an ” [emphasis supplied]

6. December 15, 1999, the Institute of Medicine of the National Academy of Sciences
issued its report, “The Role of Nutrition in Maintaining Health in the Nation’s Elderly,
Evaluating Coverage of Nutrition Services for the Medicare Population,” National
Academy Press, Washington, DC, 2000, ISBN 0-309-06846-0. Among its findings was:
“The registered dietitian is currently the single identifiable group of health professionals
qualified to provide nutrition therapy. It is recognized that other health care professionals
in particular fields may be qualified to provide nutrition therapy and should be considered
ont an individual basis as a reimbursable provider.” (Page 272 of published report)

7. December 2000, 106" Congress, 2™ Session, Congress enacted PL 106-554, which

contains Section 105, “Coverage of Medical Nutrition Therapy Services for Beneficiaries

with Diabetes and Renal Disease.” Relevant reimbursement language is “...the amount

paid shall be 80 percent of the lesser of the actual charge for the services or 85 percent of
e amount determined under the fee schedule established under section 1 t




physician fee schedule] for the same services if funished by a physician.” [emphasis
supplied] Other relevant language is: “The term ‘medical nutrition therapy services’
means nutritional diagnostic, therapy, and counseling services for the purpose of disease
management which are furnished by a registered dietitian or nutrition professional.”

8. August 2, 2001, CMS published in the Federal Register its proposed rule for the
medical nutrition therapy benefit which was to become available on January 1, 2002.
Part of the proposed rule was “Payment for Medical Nutrition Therapy (§414.64).” It
states, in relevant part: “The statute specifically provides that medical nutrition therapy
services may only be provided by registered dietitians or nutrition professionals. We do

ot believe that physicians will be able to satisf ification requirements and

re will not be able to provide this service themselves. refore, we are not

establishing physician work RV Us for this service. We interpret section 105(c)(2) of
BIPA to mean that if a physician were to furnish this service, that the service was
performed ‘incident to’ the physicians treatment plan and provided by a registered
dietitian or nutrition professional.” [emphasis supplied]

9. November 1, 2001, CMS published in the Federal Register its final rule. Among the

responses to the comments received was: “While medical nutrition therapy may be

rformed by a physician who is also a registered dietitian, this does not make it a

physician’s service that requires a work RVU. Physicians may occasiopally perform

other services that have hysician work. such as chemotherapy administration or the
technical component of a diagnostic x-ray test. When such services with no physician
work are performed by a physician, we do not establish a physician work RVU just
because the service was performed by a physician in that instance. Physicians will
occasionally meet the statutory qualifications to be considered a registered dietitian or
nutrition professional who can bill Medicare for medical nutrition therapy service. In
these circumstances, we will pay the physician 80 percent of 100 percent of the physician
fee schedule amount.... We initially anticipated that physicians would never bill
Medicare for medical nutrition therapy services because they generally would never meet
the statutory requirements to be considered dietitians or nutrition professionals. In this
circumstance, we agree that it seems unusual to apply a reduction for a service that
seldom would be furnished by a physician. However, we believe that the statute requires
that Medicare payment be based on the 85 percent level. We understand that, although
not common, there are physicians who do meet the statutory requirements to be
considered registered dietitians or nutrition professionals. In these circumstances, our
payment the physician will be based on 100 percent of the physician fee schedule
amount, not the 85 percent that we will pay to a registered dietitian or nutrition
professional.” [emphasis supplied] (Page 55279 of 2001 Federal Register)

10. Earlier in the final rule CMS states: “The American Dietetic Association (ADA) and
many individuals submitted comments concerning the proposed reimbursement rate for
medical nutrition therapy services. They stated that the proposed reimbursement rate for
these services is too low and would result in limited beneficiary access to these services
since private practice dietitians will chose not to participate....They believe that the
proposed rate for Medicare is far short of what was envisioned by the Congress....The
commentators also stated that any refinement of medical nutrition therapy values should




be based on the undertying E/M codes that they believe are the statutory basis for medical
nutrition therapy payment. While commentators acknowledge that physicians may
perform other tasks besides nutrition assessment, therapy and counseling during an office
visit, they believe those additional services are the basis for the Congress’ instruction to
reimburse non-physician providers of medical nutrition therapy at 85 percent of the
amount physicians receive. The AMA’s Health Care Professionals Advisory Committee
(HCPAC) submitted a comment that suggested there should be physician work for
medical nutrition therapy. This group provides recommendations on valuing services for
codes used by non-physician providers....We have reviewed the statute and legislative
history. There is no indication that Congress envisioned a particular payment amount or
expected us to use an E/M service to determine the value of medical nutrition therapy.”
femphasis supplied] (Page 55278 of 2001 Federal Register)

Using a Reimbursement Methodology That Includes a Physician Work Value Will Not

ly Avoid Any Negative Impact Medical Nutrition Thera, ervices Fro e
limination of the Nonphysician Work Pool, But Will Also Increase Access To These

Preventive Medicine Services

11. We agree that Congress probably did not envision a particular amount or particular
E/M service, but did Congress intend to pay nutritionists 85% of what a physician is paid
for administering chemotherapy or performing the technical component of a diagnostic x-
ray? Or did Congress intend to pay dietitians 85% of what it costs a physician to employ
a dietitian to provide the services? If Congress had intended to focus on 2 dietitian’s
work value, then why didn’t the law establish a separate fee schedule for dietitians (as
Medicare has for psychologists and as the 1995, 1996 and 1997 bills had envisioned)?

12. After the 1995, 1996 and 1997 bills by Representative Serrano and Senator Bingaman
that would have established a separate dietitian fee schedule, and after the 1997 Craig and
Bingaman amendment established a study to be made of “medical nutrition therapy
services by a registered dietitian”, what did Representatives Johnson, Serrano and others
intend when they introduced in March 1999 a bill that would have paid dietitians the
amount determined under the physician fee schedule for the same services if furnished by
a physician instead of pursuant to a separate dietitian fee schedule? And after the
December 1999 report by the National Academy of Sciences found the registered
dietitian to be the single identifiable group qualified to provide medical nutrition therapy
(although others may be qualified), what did Congress intend when they passed in
December 2000 a law that continued to determine payment not pursuant to a separate
dietitian fee schedule but by paying 85% (instead of 100% as in the Johnson bill) of the
amount determined under the physician fee schedule for the same services if performed
by a physician, and also defined the providers to be registered dietitians or other nutrition
professionals?

13. Could it possibly be that Congress intended by not having a separate dietitian fee
schedule that Congress meant to exclude physician work value? Or, is it at least as likely
that Congress intended to pay 85% of what a physician would be paid, including
physician work value, so as to insure that reimbursement would be fixed at a level that
would enable a sufficient number of dietitians to participate so that Medicare




beneficiaries would have access to this preventive benefit (and preventive benefits are
what Congress want all entitied beneficiaries to get so as to hold down costs over the long
term). The original sponsor of the medical nutrition therapy benefit and cosponsor of the
bill that eventually became the law has asked CMS to “...please be aware of Congress’
intent that payment be sufficient to provide access to care for the beneficiaries of the
service. Establishing a zero work value for nutrition therapy severely limits access to
these services and thus subverts the intent of the law.” (See copy of September 22, 2005
letter to CMS from Representative Serrano, attached as Exhibit “A™)

14. That the envisioned access has not been provided can be seen from the fact that prior
to passage the CBO estimated the annual cost of medical nutrition therapy services to be
$60 million, whereas only about $1 million per year has been spent annually since the
benefit became available in 2002. This represents visits by only about 250,000
beneficiaries out of an estimated 8 million plus beneficiaries with diabetes and renal
disease (the two conditions for which Medicare currently provides medical nutrition
therapy benefits). Only about 10% of dietitians (7,000 out of 65,000 nationwide) have
become Medicare providers, compared with over 90% of physicians. Journal of the

American Dietetic Association, June 2005, p. 990 (copy, along with p.995, footnote
references, attached as Exhibit “B”).

15. There is a lengthy discussion in the November 1, 2001 final rule (Pages 55278-80 of
2001 Federal Register) stating that work value should not be included because medical
nutrition therapy services do not involve medical histories, physical examinations or
medical decisions, or the use of medical equipment and supplies and clinical personnel
involved in most evaluation and management services by physicians. However, the
evaluation and management code to which the medical nutrition therapy codes was
compared for the basis of valuation is Preventive Medicine Service Counseling and/or
Risk Factor Reduction Intervention (CPT Code 99401) which, unlike most evaluation and
management codes, does not generally involve medical histories, physical examinations
or medical decisions, or the use of medical equipment and supplies and clinical
personnel! (A copy of the CPT’s entire Preventive Medicine Services section, 2 pages, is
attached as Exhibit “C”.)

16. We think the reason CMS did not notice that CPT Code 99401 does not generally
involve these components is because 2 interrelated points had been raised in comments to
the proposed rule. First that CMS should compare the 15-minute medical nutrition
therapy code CPT 97802 to the 15-minute office visit code CPT 99213, rather than to the
15-minute preventive medicine counseling code CPT 99401; and second that a
physician’s work value should be included in valuing medical nutrition therapy services.
Therefore, it was natural for CMS to look at the medical history, physical examination,
medical decision, medical equipment, medical supplies and clinical personnel
components of CPT Code 99213, and not notice that these components are generally
lacking in CPT Code 99401. (Attached as Exhibit “D” is a copy of the entire final rule
“Payment for Medical Nutrition Therapy” discussion, pp. 55278-55281.)

17. Because CPT Code 99401 does not generally involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and




clinical personnel, the vatuation of CPT Code 99401 is already significantly lower than
other 15-minute evaluation and management service codes that involve these
components, see 2005 Relative Value Units for the following codes (Pages 66666, 66668
and 66671 of 2004 Federal Register):

15-minute Non-facility Non-facility

Code Work RVU  Practice Expense RVU Malpractice RVU  Total

99213 0.67 0.69 0.03 1.39
(Office
Visit)

99241 0.64 0.64 0.05 1.33
(Office
Consultation)

99401 0.48 0.62 0.01 1.11
(Prev Medicine
Counseling)

97802 0.00 0.47 0.01 0.48
(Med Nutrition
Therapy)

18. The discussion by CMS that stated that work value should not be included because
medical nutrition therapy services do not involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and
clinical personnel was set forth for the first time in the final 2001 rule, and not in the
proposed 2001 rule. Therefore, CMS was unable to receive comments that might have
pointed out that CPT Code 99401 also does not generally involve medical histories,
physical examinations or medical decisions, or the use of medical equipment and supplies
and clinical personnel (so while the lack of these components may be a good reason for
cross walking the medical nutrition therapy codes to CPT Code 99401, rather than to
CPT Code 99213, it is not a good reason to disregard physician work value).

19. However at this time CMS can take notice that CPT Code 99401 does not generally
involve medical histories, physical examinations or medical decisions, or the use of
medical equipment and supplies and clinical personnel, and therefore could (and should)
continue the comparison to CPT Code 99401, but utilize the CPT Code 99401 work
value, plus the CPT Code 99401 practice and malpractice expense RVUs for valuing the
medical nutrition therapy codes (and then paying a physician 80% of 100%, and a
dictitian 80% of 85%, of the total of these 3 values), This would be analogous to the
payment of physician assistants and nurse practitioners 80% of 85% of CPT Code 99213
or other evaluation and management services that, as appropriate for their practice,
contain medical history, physical examination, medical decision, medical equipment,
medical supplies and clinical personnel components. And this would allow a physician
who is also a dietitian to be paid appropriately (80% of 100%) for medical nutrition




therapy services since a physician cannot otherwise use CPT Code 99401 because while
it has been valued, CPT Code 99401 is a noncovered service for which Medicare
payment may not be made. (Page 66671 of 2004 Federal Register; Page 45999 of 2005
Federal Register)

20. As in the 2001 final rule, the valuation of the 15-minute individual medical nutrition
therapy Code 97803 should continue to be the same as the valuation of the 15-minute
individual medical nutrition therapy Code 97802; and the valuation of the 30-minute
group medical nutrition therapy Code 97804 should continue to approximate the hourly
valuation of the individual medical nutrition therapy codes based on an assumption of an
average of 5 patients in a group (that is, each RVU value for the 30-minute group
increment should be determined by multiplying the corresponding RVU value for the
individuat 15-minute increment by 2, then dividing by 5).

21. Unlike the issue of medical history, physical examination, medical decision, medical
equipment, medical supplies and clinical personnel components, which was raised for the
first time in the 2001 final rule, the issue of whether the two individual 15-minute codes
would be valued the same or differently was fully discussed in the 2001 proposed rule, in
comments thereto, and in the final rule, which stated as follows: “We have reviewed the
payments for CPT codes 97802 and 97803 and agree with the commentator that these two
codes should have the same values. The essential difference between an initial and
follow up medical nutrition therapy service is the time spent performing the service.
Initial visits will be longer than follow-up visits and will likely involve Medicare
payment for more increments of service. We will pay less for follow up visits because
they will typically involve fewer 15 minute increments of time than an initial visit. The
payment rate we are establishing in this final rule for CPT code 97803 will be the same as
the proposed rate for CPT code 97802. We have also changed the payment rate for CPT
code 97804 assuming that the code will normally be billed for 4 to 6 patients with the
average of 5. Using the revised values, the payment rate for group medical nutrition
therapy would approximate the hourly rate paid for other medical nutrition therapy
services.” (Page 55281 of 2001 Federal Register)

22. That reasoning was sound in 2001 and remains sound, and should continue to be
followed, rather than create a 0.01 less RVU for CPT code 97803 as proposed at Page
45997 of the August 8, 2005 Federal Register.

ur ice

23. Our group practice, Midtown Nutrition Care, has seven full-time Registered
Dietitians who see approximately 700 patients per month, about 1/3 of which have
diabetes or kidney disease.

24. We are providers for all the major commercial insurance companies in our area.
These currently pay an average of $42.53 per 15-minute increment for CPT Codes 97802
and 97803 (which codes are valued equally by the commercial insurers we bili these
codes). Copies of explanations of benefits (with patient identifiers deleted), which show




these amounts to be $50, $44.80, $40.32 and $35 per 15-minute increment, are attached
as Exhibit “E”.

25. Because Medicare currently pays only about $18 per 15-minute increment for our
geographical area, which is one of the highest in the nation (and would be reduced an
additional 10% under the proposed 2006 physician fee scheduie) we cannot afford to see
Medicare patients and none of us has become a Medicare provider. We therefore turn
away a couple of Medicare patients per day and most of these patients are unable to
obtain medical nutrition therapy services because virtually none of the private practice
nutritionists in our area accept Medicare.

26. If payment for the 15-minute increment were to a little more than double as proposed
above it would roughly equal the average we are receiving from commercial insurance
companies in our area and we would all become providers and accept Medicare. Based
on my experience as co-reimbursement chair for the New York State Dietetic Association
I also believe that the vast majority of private practice nutritionists in my area and
nationwide would do likewise. Therefore, if the above proposal is followed it will not
only avoid any negative impact from the elimination of the nonphysician work pool, it
will also provide appropriate access to care for all Medicare beneficiaries entitled to these
services.

Sincerely yours,

C~—7

Robert Howard, RD, JID
Managing Partner
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September 22, 2005

Dr. Mark B. McClellan

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

I was the sponsor of the original medical nutrition therapy benefit bills in the mid 90s and
cosponsor of the 1999 bill that eventually became law, as Section 105 of PL 106-544,
entitled “Coverage of Medical Nutrition Therapy Services for Beneficiaries with Diabetes
and Renal Disease”.

As you review the rule pertaining to medical nutrition therapy benefits, please be aware
of Congress’ intent that payment be sufficient to provide access to care for the
beneficiaries of the service. Establishing a zero work value for nutrition therapy severely
limits access to these services and thus subverts the intent of the law.

I have reviewed the comments of Midtown Nutrition Care and would ask that they be
given every consideration as the rule in question is reviewed.

errano
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ADA REPORTS

mation packets, meetings and confer-
ence calls, and support developing
language that describe MNT services
provided by RDs as a component of
the CCI program,

MEDICARE ADVANTAGE

Medicare+Choice will be replaced
with Medicare Advantage effective
January, 2006. CMS announced on
December 6, 2004 that there will be
26 Medicare Advantage regions es-
tablished across the nation for health
insurance plans wishing to partici-
pate in the new program. Participat-
ing health insurance plans will be re-
quired to service the entire region.
EBach Medicare Advantage regional
plan will have a network of providers
who agree to contractually specified
reimbursement levels for covered
benefits.

The intent of this new provision is
to have traditional fee-for-service
Medicare compete head to head on
prices with private insurance compa-
nies. In order to gain sufficient sup-
port to pass the bill, this new provi-
sion is8 a 6-year demonstration
program in up to six standard metro-
politan statistica! areas (SMSAs),
Private insurers will be able to begin
bidding to serve Medicare beneficia-
ries in regions beginning in 2006,
Payment rates would be based on a
bleaded average of the bids. The tra-
ditional Medicare system will com-
pete with private plans in selected
SMSAs beginning in 2010. There are
significant incentives in the new law
to encourage private insurance com-
panies to participate in this program.

How the Medicare Advantage pro-
gram affects utilization of the Medi-
care MNT coverage, and the two new
programs that include MNT benefits,
remains to be seen. There is the po-
tential for significant growth in MNT
services. According to the proposed
rules released by CMS, beginning in
2006, the Medicare Advantage pro-
gram will have to “enrich the range of
benefit choices available to enrollees,
including not only improved prescrip-
tion drug benefits, but also other ben-
efits not covered by traditional Medi-
care, and the opportunity to share in
savings where plans can deliver ben-
efits at lower costs” (78).

MEDICARE MNT'S IMPACT ON PRIVATE
INSURANCE PLANS' COVERAGE

ADA researchers conducted an envi-
ronmental scan in 2002 to determine
if the MNT benefit (which went into
effect January 1, 2002) had increased
the coverage of nutrition services pro-
vided by RDs within private insur-
ance or health care plans. While the
scan is not representative of all man-
aged care organizations or the health
care marketplace, a positive change
in coverage was noted since 1999,
when a benchmark was set (79). The
growth in coverage of dietetic services
are attributable to a number of fac-
tors: costs, consumer demand, and
recognition of MNT, the availability
of data on the effectiveness of nutri-
tion interventions, and new tools such
as codes that allow direct reimburse-
ment to dietetic professionals. Dietet-
ics professionals may find an increas-
ingly receptive environment for their
knowledge and skills, and involve-
ment in disease management ser-
vices, as more private sector plans re-
ported contracting with RDs for
nutrition services. Additionally, sev-
eral plans in the 2002 scan indicated
they follow Medicare’s lead in adopt-
ing CPT codes.

MEDICARE MINT UTILIZATION RATES
During the first year of Medicare
MNT coverage under Medicare, 4,125
individuals enrolled as MNT pro-
viders and billed approximately
$800,000 for individual and group
MNT services (80). (When Congress
was considering the MNT bill in 2000,
it was estimated that a scaled-down
MNT bill establishing coverage to-
beneficiaries with diabetes, cardio-
vascular disease, andfor renal dis-
ease, would cost a little less than $1°*
billion per year [81].) Recent CMS
data indicates nearly 7,000 registered
dietitians or licensed nutrition profes-
sionals have enrolled as providers of
MNT (82). Only 211,000 Medicare
beneficiaries received MNT services
since the benefit's inception, yielding
approximately $3.3 million of new
revenue for RDs.

Those are disappointing statistics
inasmuch that they indicate an un-
derutilization of the MNT benefit.
Based on estimates from the National
Diabetes Information Clearinghouse
and United States Renal Data Sys-
tem, approximately 8.6 million indi-

viduals (or 18.3%) at least 60 years
old are diagneosed with diabetes or
acute renal failure, making most of
them eligible for MNT Medicare ser-
vices (83). In terms of income poten-
tial to RDs, the CBO-projected $60
million annual outlays for Medicare
MNT for diabetes and kidney disease
are far higher than the actual $1 mil-
lion annual average. Data provided
by CMS indicate a small but growing
demand for Medicare MNT for diabe-
tes and kidney disease when benefi-
ciaries obtain a referral by their phy-
sicians.

How the Medicare
Advantage program
affects utilization of

the Medicare MNT

coverage, and the
two new programs
that include MNT
benefits, remains to
be seen.

There are a number of reasons to
expect greater demand for Medicare
MNT services, First of all, the Medi-
care Modernization Act includes two
MNT components, one of which is the
Initial Preventive Physical Examina-
tion, which went into effect January
1, 2005. The American Diabetes Asso-
ciation estimates that more than one-
third of Americans with diabetes do
not know they have the discase (84),
If the “Welcome to Medicare” physical
is successful in identifying people who
have diabetes but did not know it, the
utilization rate for MNT should show
a significant increase.

The chronic care provisions of the
Medicare Modernization Act also pro-
vide an opportunity for significant
growth in MNT utilization, because
MNT also is a component of that pro-
vision. Currently, 78% of the Medi-
care population has one or more
chronic conditions that require ongo-
ing medical management (85). Almost
two thirds (63%) have two or more
chronic conditions, and 20% of Medi-
care beneficiaries have five or more
chronic conditions (86). Therefore,
participating in Medicare’s new
chronic care disease management
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Evaluation and Management

ExrtiRr7

99373—99380 Evaluation and Management

CPT 2004

99373 complex or lengthy (eg, lengthy counseling session
" with anxious or distraught patient, detailed or
prolonged discussian with family members regarding
seriousty ill patient, lengthy communication
necessary to coordinate complex services of several
different health professionals warking on different
aspects of the total patient care plan)

Care Plan Oversight Services

Care Plan Oversighr Services are reported separately from
cades for office/outpatient, hospital, home, nursing
facility or domiciliary services. The complexity and
approximate physician time of the care plan oversight
services provided within a 30-day period determine code
selection. Only one physician may report services for a
given period of time, to reflect that physician’s sole or
predominant supervisory role with a particular patient.
These codes should not be reporred for supervision of
patients in nursing facilities or under the care of home
health agencies unless they require recurrent supervision

of therapy.

The work involved in providing very low intensity or
infrequent supervision services is included in che pre- and
post-encounter work for home, office/outpatient and
nursing facility or domiciliary visit codes.

99374  Physician supervision of a patient under care of home
health agency {patient not present] in home, domiciliary
or equivalent environment (eg, Alzheimer’s fagility}
requiring complex and multidisciplinary care modalities
involving regular physician deveiopment and/or revision
of care plans, review of subsequent reports of patient
status, review of related laboratory and other studies,
communication (including telephone calls) far purposes of
assessment or care decisions with health care
professional{s), family member{s). surrogate decision
make(s} (eq, legal guardian) and/or key caregiver(s|
involved in patient’s care, integration of new information
into the medical treatment plan and/or adjustment of
medical therapy. within a calendar month; 15-29 minutes

99375 30 minutes or more

99377  Physician supervision of a hospice patient [patient not
present) requiring complex and muttidisciplinary care
modalities involving regular physician development
and/or revision of care plans, review of subsequent
reports of patrent status, review of refated laboratory and
other studies, communication (including telephone calls)
for purposes of assessment or care decisions with health
care professional(s), family members), surrogate decision
maker(s) {eg, legal guardian} and/or key caregiver(s)
involved in patient’s care, integration of new information
into the medical treatment plan and/or adjustment of
medical therapy, within a calendar month; 15-29 minutes

99378 30 minutes or more
I{C [ &
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99379  Physician supervision of a nursing facility patient
{patient not present) requiring complex and
multidisciplinary care modaiities involving regular
physician development and/or revision of care plans,
review of subsequent reports of patient status, review of
related laboratory and other studies, communication
(including telephone calls} for purposes of assessment or
care decisions with health care professional(s), family
member(s), surrogate decision maker{s} (eg, egal
guardian) and/or key caregiver(s) involved in patient’s
care, integration of new information into the medical
treatment plan and/or adjustment of medical therapy,
within a calendar month; 15-29 minutes

99380 30 minutes or mare

Preventive Medicine

Services

The following codes are used to reporrt the preventive
medicine evaluation and management of infans,
children, adolescents and adults.

The extent and focus of the services will largely depend
on the age of the patient,

If an abnormality/ies is encountered or a preexisting
problem is addressed in the process of performing this
preventive medicine evaluation and management service,
and if the problem/abnormality is significant enough to
require additional work to perform the key components
of a problem-oriented E/M service, then the appropriate
Oftice/Outpatient code 99201-99215 should also be
reported. Modifier -25" should be added to the i
Office/Outpatient code to indicate thar a significant, i
separately identifiable Evaluation and Management
service was provided by the same physician on the same |
day as the preventive medicine service. The appropriate !
preventive medicine service is additionally reported.

An insignificant or trivial problem/abnormality that is
encountered in the process of performing the preventive
medicine evaluation and management service and which
does not require additional work and the performance of |
the key components of a problem-oriented E/M service
should not be reported.

The “comprehensive” nature of the Preventive Medicine
Services codes 99381-99397 reflects an age and gender

appropriate history/exam and is NOT synoaymous with
the “comprehensive” examination required in Evaluation

and Management codes 99201-99350,

Codes 99381-99397 include counseling/anticipatory
guidance/risk factor reduction interventions which are
provided at the time of the initial or periodic
comprehensive preventive medicine examination, (Refer
to codes 99401-99412 for reporting those :
counselingfanticipatory guidance/risk factor reduction
interventions that are provided ar an encounter separate
from the preventive medicine examinarion.)

28 © =Modifier -51' Exempt P < or » d=New or Revised Text

& =Add-on Code
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CPT 2004

Evaluation and Management ~ 99381—39435

Immunizations and ancillary studies involving laboratory,
radiology, other procedures, or screening tests identified
with a specific CPT code are reported separately. For
immunizations, see 90471-90474 and 90476-90749. -

New Patient

99381 Initial comprehensive preventive medicine
evaluation and management of an individual including an
age and gender appropriate history, examination,
counseling/anticipatory guidance/risk factor reduction
interventions, and the crdering of appropriate
immunization{s), laboratory/diagnostic procedures, new
patient; infant {age under 1 year}

99382 early chitdhood {age 1 through 4 years)
99383 late childhood {age 5 through 17 years}
99384 adolescent (age 12 through 17 years}
99385 18-39 years

99386 40-64 years

99387 65 years and over

Established Patient

99391  Periodic comprehensive preventive medicine
reevaluation and management of an individual including
an age and gender appropriate history, examination,
counseling/anticipatory guidance/risk tactor reduction
interventions, and the ordering of appropriate
immunization(s). laboratory/diagnostic procedures.
estabtished patient; infant (age under 1 year)

99392 garly childhood (age 1 through 4 years)
99393 late childhood {age 5 thraugh 11 years|
99394 adolescent {age 12 through 17 years|
99395 18-39 years

99396 403-64 years

99397 65 years and over

Counseling and/or Risk Factor
Reduction Intervention

New or Established Patient

These codes ate used to report services provided to
individuals at a separate encounter for the purpose of
promoting health and preventing illness or injury.

Preventive medicine counseling and risk factor reduction
interventions provided as a separate encounter will vary
with age and should address such issues as family problems,
diet and exercise, substance abuse, sexual practices, injury
prevention, dental health, and diagnostic and laboratory
test results available at the time of the encounter.

These codes are not to be used o report counseling and risk
factor reduction interventions provided to patients with
symptoms or established illness. For counseling individual

patients with symptoms or established illness, use the
appropriate office, hospital or consultation or other
evaluation and management codes. For counseling groups
of patients with symproms ot established illness, use 99078.

Preventive Medicine, Individual
Counseling

99401 Praventive medicine counssting and/or risk factor
reduction interventionis} provided to an individual
{separate procedure}; approximately 15 minutes

juawabieuepy pue uonen|eas

994062 approximately 30 minutes
99403 approximately 45 minutes
99404 approximately 60 minutes

Preventive Medicine, Group Counseling

99311  Preventive madicine counseling and/or risk factor
reduction intervention(s) provided to individuals in a
group setting {separate procedure), approximately 30
minutes

99412 approximately 60 minutes

Other Preventive Medicine Services

99420  Administration and interpretation of health risk
assessment instrument {eg, health hazard appraisal]

99429  Unlisted preventive medicine service

The following codes are used to report the services
provided to newborns in several different settings.

For newborn hospital discharge services provided on 2
date subsequent to the admission date of the newborn,

use 99238,

For discharge services provided to newborns admitted

and discharged on the same date, use 99435.

99431 History and examination of the normal newborn
infant, initiation of diagnostic and treatment programs
and preparation of hospital records. {This code should
also be used for birthing room deliveries |

99432  Normal newborn care in other than hospital or birthing
ropm setting, including physical examination of baby and
conferencels) with parentis)

99433  Subsequent hospital care, for the evaluation and
management of a normal newborn, per day

99435  History and examination of the normal newhormn
infant, including the preparation of medical records. (This
code should only be used for newborns assessed and
discharged from the hospital or birthing room on the
same date.)
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Qyment for Medicc! Nutrition Theropy rates currently paid by private insurers  for the servicas or 85 percent of the
/?,5514.6‘4{ of $85 to $125 for 1 to 1% haurg for an ampunt detarmined ugder the fag
Initial visit and 885 per hour for follgw- schedule eatablighed under ssction

Section 106{c) of the BIPA Tequires
that we pay for medical nutrition
therapy services at £0 percant of the
losser of the actua) charge for the
sorvicss or 83 percent of the gmount
deermined undsr the physician feg
schedule for the semae sarvices ifthe
sarvices had basn furnished by a
Physician. Bassd upaon consultation
with the American Digtetic Asggociation
{ADA) to assess the types of regource
inputs used to furnish a 15-minutg
medical nutrition therapy gession by a
registared dietttian op pmf&ssionnl
nutnitionist, we proposad the foilowing

For CPT code BFB%Z—Modica]
Rutrition therapy; injtial assessment and
intervontion, individual, fage-to-face
with the patient, each 15 minutes, we
did nat prapose physician work RVU;
for this service, based on the statutary
Provision that spacifically provides that
madical nutrition therapy sarvices may
only be furnished by regtstered
distitians or nutrition profassionals. Far

ractice expense, we proposed 0.47
RVUs end, for malpractice, we roposed
0.01 RVUs for a total of 0.45 R\ﬁ.‘s.

For CPT code 87803-—Reagsessments
and intervention, Individual, face-to-
face with the patient, sach 15 minutes,
we propased 0.0 work RVUS, 0,34
Ppractice expensa RVUs and 0,01
1zgml ractice RVUs for a tatal of 0,55

3

Por CPT code 87804==Croup, 2 or
mors individuals, each 30 minutas, we
proposed 0.0 work RVUs, 0.14 pragtice
expenss RVUs gnd 0,01 malpractice
R\g.]s for a total of 0.15 RVT.E. To
determine paymant, the RVUs shown
koova would need to he multiplisd hy
the phyaician fae schadyls conversion
factor and 0.85 {to reflect the statutory
requirament that payment bg 85 percant
of the amount determined under the
physician foe schadule),

We algo stated that, consistent with
the definition in the CPT's Physical
Medicine Rehabilitation codes, a group
18 consldered to be 2 or more
individugls and that Madicarg go-
?nymnms and deductibles wauld apply

or medice! nutritjonal thara Y s8Tvices.

Corunent: The American Distetic
Assqciation (ADA) and many
Individuals submitted comments
concarning the proposed raimbursemeant
rate for modical nutrition therapy
sarvices, They stated that the proposed
reimbursement rata for thess sarvices 1
toe low and would result in Jimfted
beneficlary acoess to these sorvices
since private practice dietitians will
choase not to participate, Some
commenters reforenced reimbursement

up. They balieve that the roposed rats
for Medicars Is far shart of what was
envisioned by the Congrass.
Commenters indicated that the statute
cleatly statas that madical nutrition
therapy payment should be 80 percent
of the lesset of the actual charge or 85
percent of the smount determined under
the physician fae scheduls for the same
service, provided by & physieian,
Accordirg 1o commentars, physiciang
who are also registered dietitians, use B/
M codes 99218 through 99218 and
89244 when providing medica]
nutrition therepy servicss. The
ctinmenters stated that E/M codes
88303 throogh 99205 are appropriate
refsrence polnts for dotarmining
madical nutiition therap paymant, The
commentars also stated that an
refinement of medical nutrition therapy
values should be based an the
undatlying £/M codea that they bel{eve
are the statutory basis for medical
nutrition therapy payment. While
commenters acknowlodge that
physlafans may perform othar tasks
besidee nutritioral assessment, tharapy
and counssling during an offics visit,
they believe those sdditions] services
are the basi¢ for the Congress’
{nstruction to reimburse noa-physiolan
providars of medical nutrition therapy
#t 85 parcent of the amount physicians
raceive, The AMA's Haaith
Professionals Advisory Commitiee
(HCPAC) submitted a commant that

sted there should be physician
work for madical nuwition therapy. This
group provides recommendations on
valulnf services for codes used by non-
ph!sic an providers, The HOPAC
ndicated that it svaluated each of the
madical quirition therapy codes and
compered them to services that are
available to other providers but not
nutritiondats (for example, physical
therapy services). The comment furthar
s!a:ef that the 15 percent reduction
should not apply E:;:uso the HCPAC
took this 11310 aocount when developing
the recommendations, The HCPAC
turther added tbat there should be work
values for medical nutrition therapy just
as there arg for physical and
occupational therapy.

Respenss, We have reviewed the
statuts and legislative histary. There is
1o indication that Congress envisioned
a particular paymant amount ar
expected By to uss an B/M service 1o
determine the value of medical nutrition
therapy. Saction 105(c) of the BIFA
states that “tha amount paid shal] be 80
parcent of the lesser of the actual charge

S XH 8,7

1848(b) of the Act for the samg services
if furnished by a physician,” The BIPA
Conferance tndicatas that
payment will equal “the lessar of the
actual eharg for the service op 85
percent a?gm amount that would be
pald under the physieian fas schedule if
such gervices were provided by a
physician.” The statute and Caafersnce

" Repart direct us to establish the

physician fee sehodule amount for
nutrition therapy services. The
Medicare allowed charge would equal
100 percent of the }ahysicim fee
schedule amount if the servicas ago
performed by a Ehysicim and 85
percent of the physician fea scheduia
awount if the services are performed by
a regletered diecitian or nuir.hon
profeasionsl. The commenters suggest
that physicians currently bill for an E/
M sarvice when thn}t; pmvlfltli1 nuteitdon
olieve that jt L

i Yok
Ans do not take medical histories,
they are not trained to and do not
pecform physical sxaminations, nor do
they make medical dscisions,
Furthermore, when physictans use ap B/
M code to roport the pravision of
counselng or coordination of care, they
typically have also performed a medica)
histary, physical examination, and
engaged in medical decision making as
part of that service, If such an
individual performed g servics that met
the tequirements of an E/M service, then
it would be b agpmpn‘atu for him ar
her to repart an B/M service. Further,
wa note that the B/M services include
notonly an amount attributable to
physician work, but slso payment for
physician practice expensas. For
instance, a level 3 new patien: offies
visit (CPT code 89203) Includes
payment for 80 minutes of nurss time.
A level 3 pgtablished patiant office visit
(CPT code 9821 3) {naludes 35 minutes
af nurse time, Both of these codes
include additional compensation for
medica? er&u]pment and supplies that
are typically used in an offige visit but
ara nol usol as part of a medical
Rutrition therapy service, If wa were to
adopt the commenters’ vigw ang
cresswalk values for medical nutrition
therapy to en E/M secvice, we would be
including payment not only for the
ccunseling service of the practitioner,
but also, inapprapriately for the costs of
clinical personne] that are not invelved
In the nutrition therapy service.
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Commentars indicated that the statute
ostablished the 88 parcent adjustment to
account for activities that ars typicall
Fderfnrmed by a physicien during an Eyl

serviae are not performed by a
nutritionist. The siatute and legislative
history do not Indicats that the g5
Rercent adjustmant 15 ntended to serve
this purpose. In fact, the commenters
themnsalves note that “consistant with
ather non-physicien providers,
relmbursement is set at a percentage of
the physician’s fae schedvle," Undar the
physician fee schedule, we wil) pay a
&hysicinn 80 pareent of 100 percent of

o physician foe schedule amount, and,
i a non-physician practitionar provides
an {dentical service, Medlcars pays 80
Foment of 85 percent of the physician
@8 schedule amount. For inatance,
under CPT codg 66218, a lovel §
establishad patient office visit is one of
the most common asrvices provided by
physicians, ghysic!an assistants and
furse practitionsrs. Byen though the
gervica {s considered to be identical, we
can by law tfmy & physician assistant and
nurse practitioner only 85 parcent of
what wa %ay a physiclan to do the same
service. Thus, in the cage of other
practitioners, the percentage does not
raflect that a non-physician practitioner
provides fower services than s
E:h sieian, Bocause there is no

ication in the statute that the 85

germm adjustment should ap ply

ifferantly in the context of mediral
nutrition therapy than for other services
parformed by non-physician
Practitioneya, we halleve it ig
appropriate {0 pay 80 percent of 100
percant of the physician fee schadule
amount when medical nutrition therapy
is provided by a physician end 80

ercent of 85 percant of the physician
ee schadule amount when the yervice is
providad by a registered dietitian or
nutrition professionai.

In respanse to the comment about
payment rates of private insuzers for
Medice] nutrition therapy, we cannot
use such information iy a relative valug
8yatem to astahlish payment. Ssction
1849(c) of the Act requires us 1o
establish RVUs that recognize the
relative rasources involved fn furnishing
different physician fee schedule
services. Thus, our rale is to pstablish
the approq_zh'lm telative paymant
smnounts, The total payment smount is
determined under @ formula prescribed
in section 1848(d) of the Act. We have
no authority to chenge the formula,

In respoanse to the HCPAC
recommendation, wa reitorats that It s
Inappropriate to compars medical
nutrition therapy services to E/M
sqrvices performed by physicians, While
madical nutrition therapy may be

performed by a physician who is also a
registerad dietitian, this does not maka
ia Ehyslciu.n‘s service that requires 2
wark RVU. Physivians may occasionally
perform other sorvices that have no
physictan wark, such gs themotherapy
administration or the technical
component of ¢ diagnostic x-ray test.
When such services with no physitian
work are performed by a physician, we
do not establish a physician work RVU
just becausa the rxarvice was performod
by a physician in that instance,
Physiciang will occasionally meot the
statutory qualifications to be considared
& registerad dietitian ar nutrition
professionel who can bill Madicare for
medical nutrition therapy ssrvices. In
thess circumstances, we wil pay the
physician 80 percent of 100 pertent of
the physician fee schadule amount. In
this unusual circumstance, we are
Paying for 8 medical nutrition th,
rorvice ptovided by a physician under
section 1861(s}{3}(V) and not a
Physician’s service under saction

1861(s)1} of the Act,
Comment: Onae coroment indicated

that the 85 psrcent adjustmeant should
not apply because the RVUs we used are
not based on physician wark ar
physician practice expentes to deliver
tha service. This commanter Indjcated
that we proposed an inadequats
payment by nat following the statutory
scheme and proceeded 1o apply a 15
percant discount that {s nelther fair pep
reasopabls,

Rssponse. The statute requires us 1o
establish a physician fog schedule
amount for the sarvice and pay 80
percent of 100 percent of the amount if
the service Is provided by a physician
and 80 percent of 85 pardent if the
service is provided by = registered
dietitian ar nutrition professional. We
initially anvisipated lEat physisians
would never bill Medicare foy medica]
nutriton thuf&py services because they
generally would not meet the statutory
requiréments to be considered registerad
dietitlans or nutrition professionals. In
this circumatance, we agree that it
seems unusual to apply a rsduction for
8 service thet seldom would be
furnished by a physician. However, we
believe that the statuts requires that
Maditare payment be based on the g5
percan} lsvel. We understand that,
Although not common, there ere
physicians who do meet tha statutory
raquirements tq be considared rogistered
dietitians or nutrition professionals. In
theae circumstances, our peyment to the
physician vrill be based on 100 percent
of the physieian fes schadule amount,
not the 85 A:ercant that we will pay to
3 registered dietitian or nutrition
professional, Wa baliave the statute

Sx AR, 7
ARG

would not allow & physician who does
not mest the statutory requirements for
a registered distitian ‘or nytrition
professional 1o be paid for a medical
nutrition therapy service. If 3 physician
provides medical autrition counseling
45 part of 3 patient encounter that meets
the requirements for an E/M service, the
physician can bi]l Medicare for a
phc\:.:iclan's service,
ommant: Wz received one comment
re%luaaﬁng that we clarify that Medicare
wi ga.y qualified providers {n private
practice settiings or h!siclan olffices
where thoy may ke 81 ependent
sontractors. The commentat also asked
how we intend to pay for medical
nutrition therapy in the hospital
outpatient department, The commenter
also asked for clarificaticn on
reassignment of payment if a ragistared
dietitian is an employes of physicians or
hospital outpatient facilities,
Response: Moedicara will pay gqualified
dintitlans and nutrition profassionals
who enroll in the Medicare Pprogram
regardless of whethor they provide
medigal nutrition therapy services in an
independent practice astting, huspita]
outpatisnt departmant or any other .
etting, with the excaption of services
rovided to patients ig an inpationt stay
R 8 hospital or skilled nursing faciltty.
In these circumstances, our payment to
the hospital or skilled nursing facility
includes payment for madjeal nutritfon
therapy. If e qualified practitioner
provides medical numition therapy in
any other sotting, including a private
practice setting, section 1833(a)(1)(T) of
ths Act requires that Madicars aymont
equal 80 parcent of the lesser of actual
charges pr 80 percent of 86 percant of
the amount detormined under the
hysician fee schedule. Payment in the
o4pital qutpatient dapartment will be
mads unde the physician fae achedule,
not under the hospital outpatient
rospective payment gystem,
P ru a:?egudﬂg reassignmant
of benefits would apply to madical
nutrition therapy. We want to
emphasizg that medical nutrition
tharapy cannot be provided incident to
3 physician's service unless thy
physician algo ments the qualificarions
to Eﬂl Medicare as a rogistered diatitian
or nutrition profsssional, .
Comament: Commenters objacted to
the methodology used to estabilish the
ropoged RVUs for this service. They
Eeliave it is inapprapriate to use the top-
dawn or no-work poai methodology to
determine medical nutrition therapy
payment, Thoy beliave that medicai
nutrition therapy payment should not
be based on comparison to a preventive
medicine eode (CPT code §9401) {n the
zera-work pool mathodology, The
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commenters indicated that praventive
modicing sarvicas omyt the problem.
ortented components of the
camprebensive history, as well as other
assentlal asseasment polnts, such as the
patient’s chief complaint ang history of
present lliness. They disagree with our
assertion in the proposed rule that
physicians da not perform nutrition
services and assert that it is
Inappropriate to yse the top-dowm or
2ero-work methodalogy to establish the
RVU for medica) nutrition therapy.
Response: We use tha top-down
mathadolagy or no-work pool
msthodnl%m price the practice
expanse RVUs far all services priced
under the Medicare physician feg
scheduls. Given that the statute
{ndicates that medical nutrition therapy
should be paid using the physician fes
schadule, we beliove it is reasonable
and appropriate to use the same
methodologies that wa nse to daveln
RVUs for other physician fee sehedule
services. With respsat to use of the
préventive medicine servies, wa used a
service that we folt had similar practice
expenses io medical nutrition therapy, It
s not clear why practice expenses fgr 8
cumollﬁ sexrvice would differ based
on the health status of the patisnt,
Commeni: A commanter rapresenting
dietitians asked us to roview the
relatlvity of payment acrosa the threa
medical nutrition CPT cades. The
commanter indicated that payment for
CPT code 97603 way set at 72,9 percent
of propesed RVUs for CPT code 97802
and §7804 was set gt 31 parcant of CPT
code 87802. The commenter argucs that,
because reassessmants ara shorter than
initial assessmants, the proposed RVUs
are actually discounted twige (that is,
less payment par 18 minutes of ime as
well as less total ime), Thay believe
that the valus of CPT codes 97802 and
97803 should be identical, The
compmentecs indicated that /M services
provided by physicians do not recoive
the same discount. The commanter also
stated that the payment for CPY code
97804 was laas than for other group
sarvices and gave the example of a nurse
or pharmacist gravidiug nutrition
instruction under the diabetes self-
management training benefit,
Responsa: We have reviewsd the
paymenis for CPT codes 97802 and
87603 and agree with the commenter
that these two codes shouid have the
same valups, The easentta) difference
between an initial and follow up
medical nutrttinn therapy sarvice is the
time spent performing the service,
Initia] visits will be longer than follow-
up visits and will likely involve
Medicare payment for more incremants
of service. Wo will pay less for follow

up visits because they will typiecally
invelve fewer 15 minute incraments of
time than an initial visit, The payment
Tale We arg establishing in this fina) ruje
for CPT cads 57803 will be the samp as
the proposed rate for CPT cade 878032,
W hava also changed the peyment rate
for CPT code 57804 assuming that the
code will normally be billed for 4 to §
patients with the average of 5. Using the
revised values, the paymant rete for
group medisal nutrition therapy would
approximate the hourly rate paid for
other medical nutrition thare
tervices, {We nota that the RV unite
between the proposed and final rulg
show some marginal change bacanse of
changes made {n the practica expanse
methodology that affect al) physician foe
schedule servicas). We do not agrae
with the comment that "evaluation and
managsment services provided by
physicians do not receive the same
discount.” B/M service are not time
based services and, gs stated abovg, for
many reajons are inappropriate
comparisons to medical nutrition
therapy sarvice codes.

Comment: Many commanters statsd
that co-payments must be struetured so
that thay are not barviers to the medical

nutrition therapy benefit,
Response; Section 105(c) of the BIPA

modifies section 1833(2)(1) of the Act to
add subparagraph (T) that requires that
Medicare pavment equal 80 percent of
the lesser of the acn?lgl chargs for the
services or 85 percent of the amount
determined under physician foe
schedule. The statute requirs; the same
coinsurance jor medical nutrition
therapy services that applies to other
Piart B services,

Comment: Commenters suggastad that
initial medical nurition therapy
sessions for treatment of diabetes or
renal disease should be billed under
CPT code 87802 and subsequent
medical nutrition therapy sessions
should be billed under CPT code 97803,
New diagnoses dus to 2 change in
medical condition or u:mnuetgated
complications should be hilled under
CPT aode 87802 and subsequent
madioal nutrition therapy sessfons
should be billsd under CPT code 97803,

Hespanstg; At ttz&rfsem ttiino“‘tl‘:“ are
raquiring that me nutrition therapy
b:qx:pomd by using CPT codes 87802,
87803, and 87804, We will revisit our
o Tequirempents whan we publish
the NCD for medical nutrition t erapy,
The NCD will set forth the structure of
the medical nutrition therepy benafit in
detail. We will make a dacition
concerning creation or modification of
codea and creation of modifiars for
reporting medical nutrition therapy
once the NCD has besn published. Uintil

tha NCTV is published, creation or
modification of codes and creation of
modifiers would be prematuye,
arefore, we ars requiring that the
initial individual medical nutrition
therapy visit be reported a8 CPT code
87804 and all fallaw up vislis (for
interventions and reassassmonts} for
individual mediocal nutrition therapy he
reported as CPT code 97803. Al] groy
medical nutrition thetapy visits should
be raported as CPT code 97804 whether
‘thg ar¢ {nitial or follow up vigits.
ent- Commonters urgad us 1o
defing medica) nutrition therapy
descriptors consistently, They stated
that the descriptors in Table B of the
praposed rule should agres with the
descriptors in §414.133,
Response: Wa u%r::n. We will make the
dascriptors for medical putrition
therapy consistent with the
nomenciaturs in CPT and our
by atinng,
omment ‘We recolved s comment
that recommendad that we consider
including additional itams in the
practice expense inputs for medical
Dutrition therapy. The commenter
Indicated that inputs should includa
staff costs for training oo bll‘ur}sag
rrocadurss, Health Inaurance ortabilfty
and Accountability Act training, audit
expenses, and other costs resulting from
Madicare policies and procodures. The
eominanter indicated that expenses of
registored distitlans in private practice
diffar little from other pragitiongrs.
Rasponse: There are two major data
sources used in the practice expense
modthado[ogy—esut:inates of direct l'.l;puta
ang aggregate practice expenss per hour
informatton from the Am's
Sejoeconomie Monitoring Survey. At
this time, we are using the practice
expensg per hour for all physiclans to
establigh the prectice sxpsnse RVUs for
medica] nutrition therapy. We are not
currently uging the ggtimates of diragt
axpansss for medical nutrtion therapy
bacause the ssrvices are valued in the
no-work pool. Howsver, we are
researching alternatives to the no-work
pool that would allow all po-work
services to be priced under the top-
down mothodology. if we develap such
an alternative, the estimates of diract
expensas will be important in
determining the RVUs for medica)
nuirition therapy. Indirect expenses are
based on physitian work and direct
inputs, We believe that many of the
costs identifigd by thls commenter are
indirect costs that would likely be
included in practice expenses toported
through the SMS survey, Since the
commenter has suggested that practice
eXpenses for private practice registered
diatitfans differ little from other
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practitioners, we bolieve the average
pragtice expense per hour for all
physiciang {s sufficient to use in the
practice expense methodology.

Result of Evaluation of Comments

The payment rale we are establishing
in this final rule for CPT code g7803
will be the same as the rate for CPT code
97802, Wo ars also :hanging the
payment rate for CPT code 97804 using
the assumption that the code will
notmally be billod for 4 to & patients
with the average of 5. [sing thase
revised valyes, the payment rate for
group medical nutritton therapy will
approximate the hourly rate paid for
other medical nutrition therapy
sarvices,

F. Telshealth Services

Beginning Octobar 1, 2061, the BIPA
amonded section 1834 of the Act 10
specify that we pay & physician (as
deflned in zection 1881(z) of the Act) or
8 practitioner (described {n section
1842(bl(18){C) of the Act) for telahealth
services that are furnished via a
telecommunications system to an
all%ible talshaalth individual,

he BIPA defined Medicars telehealth
sarvices as professional consultations,
office or other outpatient visits, and
office psychiatry asrvices identified as
of July 1, 2000, by CPT codes 99241
through 90275; 99201 through 89218,
90804 through 90509 and 90862 (and as
wy may subssquently modify) and any
additional service we spacify. The BIPA
defines ap oligible telehealth individual
25 an {ndividual enrolled under Part B
who receives & telahealth gervice
furnished at an originating site.

Section 1834(m} of the Act, as added
by the BIFA, limited an originating site
tc & physician's or practitioner’s office,
hospital, eritical accegs hospital, rural
health clinic, or Federally qualified
health center. Additionally, the BIFA
specifiod that the originating sits must
be located in one of the following
geographic areas:

* In an area that is designated as a
rural health professional shortago area
{HP5A} under segrion 332(a)(1)(A) of the
Public Health Service Act.

s In a county that is not included in
a Matrapolitan Statistical Areg (MSA),

Howevar, an entity participating in a
Pederal telemedicing demonstration
project that has been approved by, or
receives funding from us as of December
31, 2000 would not be raquired to be in
a rural HPSA or non-MSA,

The BIPA also required that we pay a
ghysician or practitioner located at a

istant site thai furnishes a telehoalth
service to an eligibls telahealth
beneficiary an amount equal 1o the

amount that the physician or
practitioner would have been paid
under Medicare had the sarvice heen
furnishgd without the vas ofa
telecommunications system,

This section also provided fora
facility fee payment for the lﬁte;iud
beginning October 1, 2001 ugh
December 31, 2002, to the originating
site of $20. For sach subsequent ysar,
the facllity foa for the preceding yser is
increaged by the peroantage increage in
the ME] as defined in section 1842(1)(3)
of the Act, Tha BIFA alsn amonded
saction 1838(a}(1) of the Act to apecify
that tha amount paid must be 80 pergent
of the lasaer of the actual charge or the
amounts spacified in new saction
1834(m)(2) of the Act,

In order for us to have thls bengfit
expansion implamented timaly, we have
used A program memorandum, The
gr;gram memarangdum was effective

aber 1, 2001. This fina] rule will be
sffsctive Jannary 1, 2002.

The rufe published on August 2, 2001
prognsed to establish policies for
implsmenting the provisions of section
1834{m) of the Act, as added by the
BIPA, that thange Medicars payment for
telohealth services.

‘Wa proposed to reviss § 410,78 to

gcify that Medicare boneficiarias are
aligible for telehealth services only if
thay recelve sorvices from an originating
&ite located in either a rural HPSA as
definad by seqtion 332(al(1j{A} of the
Public Health Services Actarina
county outside of e MSA as defined by
section 1886(d)(2)(D) of the Act.

1. Definitions

Sectian 1834(m){4)(F) of the Act,
which was added by the BIPA and
becama effective for services beginning
October 1, 2001, defined telehoalth
sorvices as professional consultations,
office and ather outpatient visits,
individual psychotherspy,
pharmacologic management, and any
additional service we specify.
Additlonally, this provisian identified
covered services by HCPCS codes
identified as of July 1, 2000, We
propoaed to revise §410.78 to
implement this coverage expansion to
inctude the follswing servicas (and
corresponding CPT codea):

+ Consultarions (codss 93241 through
00275),

» Offica and other cutpatient visits
{eodes $6201 through 89218),

¢ Individuel psychotherapy (codes
90804 through 90809).

» Pharmecologic management (code
£0862),

W3 solicited comments regarding the
guidslines that we should use to make
additions or delstions of services. We

————

also solicited comments ubont specific
servicas that may be appropriate to be
covered under the Med(cars telahealth
benafit.

In this final ruls, we are specifying at
§410.78 that, axcept for the uss of stare
and forward technology in ths
demonstration programs canducted i
Alaska or Hawaif, an tuteractive
telecoramunications system must be
used and the madical examination of
the patient must be et the contro] of the
physician or practitioner at the distant
iite. We are defining intaractive
telscommunications system as
multimedia communications equipment
that includes, at a minimum, audio and
video equipment parmitting two-way,
real-time interact{ve communicstion
between the patient and physician or
practitioner at the distant site. We are
alsg npecifying that telephones,
facsimile machines, slactronic mail
gysiems do not meet the definition of an
interactive telecommunications system.

A patient neosd not be present for &
Federal telemsadicine damongteation
prograta conducted in Alaska or Hawali,
Wa are spacifying thet for Federal
telemedicine demonstration programs
conducted in Alaska or Hawaii,
Medicare payment {s permitted for
telehoalth when asynchronous store and
forward technolpgies, in single or
multimediz formats, are used as &
substitute for an {nteraqtive
telecommunications system.
Additionally, we are specifying that the
physician or practitipner at the distant
site must be affiliated with the
demonstration progrum.

We are defining asynchronous, store
and forward technologies, as the
trapsmission of the patient's medical
information from an originating site 10
the physiclan or practitioner at the
distant site. The physician or
practitionsr at the distant site can
review the medical case without the
patlent being pragent. An asynchronous
telecomumunications systsm ir single
media format doss nat includa
telephone calls, imagos transmittad via
facsim{le machines, and text messagos
without visualization of the patlent
{slecironie¢ mail), Photogtaphs must be
spacific 1o the patient's madical
condition and adeguate for rendsting or
confirming a diagnosis or treatmant
plan. Finally, we are defining the
orlglnatinf aite a5 the location of an
oligible telshealth tndividual at the time
the service being furnished via a
telecommunications system occurs.

2. Conditions of Payment

The BIPA changed the teleprasenter
roquirsments. In accordance with
saction 1834{m)(2){C) of the Act, a
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Provider Explanation of Benefits Page 3 of 3

PROVIDER NUMBER STATEMENT OATE FAX ID Empﬁfe 2y

PROVIDER NAME
MIDTOWN NUTRITION CARE 9203E 03/10/05 132845837 BuseCaoss BuASmits
SITE NUMBER CHECK NUMBER
100 0000026514400

Detail of Claims /—\

PATIENT ACOPUNT NUMBER MEMSER ID
132171

CONTRACT TYPE b CLAI NULBER

50610213700
PSU CODE
Aliowed

PATIENT NAME

Submitted Charges
. Charges Ameunt
Servioe  (*sluceduie Cate: 9780% Datetsl 02/25/05 - 02/25/05 $300.00 —
Information &/ Tace: 5. of Units: &

s : =
Payment  Allowed Amoynt _ . e LT ==
Caloulation Copayment *-._.___..—-\ j /{ R !" fer " . §
\__Men’t for thls Service: | $295.00 ==
=

Total Patient Responsibility: k
Total Payment for this Claim.

[/ 1 b

._V Q >/ £V 0 .00

GIRBRCEET 4uDe

"*Q0eESILLOO™ 1208 4 205750 0?9300 3 4 L8 5

S Kttes, 7 g
¥ FPAGE 1 ofF «




REMITTANCE ADVICE " Pegetof2

Vendor Name: ROBERT L HOWARD TIN: 132845837
Vandor D #: 45837-P2679923 Check Number: 28419702 01-1.2-2005
Member Name' - Pravider Name: GROSSANO, DEBRA
Member 1B Provider 1D: P2679923
. _ Claim # 4357TN16329
(’7,,,,, ant Mer') Wiiod Duductible Capay/Codos _Ad ﬁwﬂﬂ;
12-200 300.00 268.80 . 10 on ' 268.80
TOTAL CLAMaSTRTE YR = Js.30000 000 10.00 oo, 288.8
Hlx Withheld Deductible Copay/Co-lns coB Paymant
Claim Payment Summary 300.00 \ zss 80 | 10.00 256.80
Check Summary
TotalPald ........ 258.80
CheckDate........ January 12, 2005
PaldTo....ocovuns ROBERT L HOWARD
Check Number. . ... 28419702 1
F A0 0 pd P C A
~ ~ r
CA TTENTION. THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIOUS MA TTER@
. Oxford Health Plans (NY), Inc.

DETACH HEAR Please see Jast. page for Appeals Rxghls DETACHHERE
ngmﬁfﬂea]ﬂrplmg (‘NY), Inc. Ch_a_sc.Manhaﬂan Bank Delaware 62-26 28419702
7§ZL¥Mam’Et Frainbull; CF 06611 Wilmingten, DE, 19801 311

4691-09
: . January 12, 2005
PAY:
. ,E:yg ‘*Hundwrleim Mht “m’uﬁ’.ﬁ'—- ar.\_d 60 Contoktrdtidn itt.&fi 2 R P Y T I Y 258.80
: :*mﬂm## uro*_*s DIGIT 100
N 038 .:9/50 '
RQBERT L MOWARD.
_r%w SIS STE 1414
! thgﬂ)ﬂ';?,_ﬂm o _ ' ¢
‘Flnl"ﬁn]:lyg‘;u]""unl‘t!;"u“lllllu” "ulln'uh" f"“"','“"“?“'m‘r;"

w2BLARTO0 2 KO3 00267 B3I0ILLES KL SOQ
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Page 1 of 2

REMITTANCE ADVICE

Vendor Name: TL 'ARD TIN: 132845837

vendor ID #: mg Check Number: 28582141 @

Member Naofe: Provider Name: GOLDFARB, BETH -
Provider |1D: P2586860 e

Member 1Bt SORES.—
ent 12164—:.‘/ lalm #: 5022N17157
Max |Withheld Dldu:tihlc Cepay/Ce-in d
Serv Dat} o8 QY pliisd Amt Ant Amt PO/ Cmt ot
01.20-05\ 57803/ MED NUTRITTX; F/U 1:1-FT EA 16 2/ 100.00 15.00
TOTAL CLAINB02 100.00 0.00 15.00
M Withbeld Deductibie C
\ “’“'“"‘/ Amt " amt At STV OGRE am_ Tt
\ 10000 80.64 15.00 85.64

Clalm Payment Summary
Check Summary
Total Paid ........ 65.64
Check Date. . ...... February 12, 2005
PaidTo........... ROBERT L HOWARD .
Check Number. . ... 28582141
1_ AU

. Ren 7Y PCM N

(A TTENTION: THIS MAILING MAY CONTAIN DOCUMENTATION ON YARIOUS MA WR\D

© 77 Uxford Health Plans (NY), Thc.™ -

Please see last page for Appeals Rights DETACH

DETACH HERE

regsadib i 10311002670 B30ILLERLL 509

C et 817 “C e PACE 3 OF Y




o ’ .GRG P HEALT Ntmpowfo

BO. BOX 2814
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MIDTOWN NUTRITION CARE

119 WEST 57TH ST. '

STE 1414

NEW YORK , NY 10019-2401

T nmewr e a EUT I SONIIT E ; LS AT g L e 0 € U M PR s
GROUP HEALTH INCORPORATED PO BOX 2814 NEW YORK. N Y 10116-2814 JJRT37Ya3T] HEFORE cAsHING EXPLANATION OF BE_NEFITS CHECK NUMBER

Check Date: 08/13/04 9582195
Provider: GOLDFARB BETH R RD |

r

The information below summarizes GHI'

§ claim settlement(s) for the service(s) and
patient(s) listed,

Certificate(s)/ IClaim Acct No(s)/ (Charge(s) CoPayment(s) Benefit

Servicg‘;}ate@ umber(s)-JPatient(s) |Submitted aApplied Payment(s) [Note(s
X o 11420-1 ' - 'l

07/31/04 EMC6171966 $50.00 $15.00 $20.00
07/31/0¢ EMCE171966 50.00 15.00 20.00
Q07/31/04 EMC6171966 50.00 15.00 20.00 .
07/31/04 EMCG171966 50.00 15.00 20.00

: {) AT Baslc Allowancs
. (!, 7 Co-payment .
3 Ve w7 '
Co -t T, ?‘ﬂé 1S Payment To You
s PPz
A Ca) . K L,

Note(s): s ) ’..".

To report suspected fraud, call GHI's Fraud Hotline at 1-888-4-KO-FRAUD
(1-888-456-3728) or e- maJ.l kofraud@ghi.com

SHir)7 M. |
PACE 9 oF <

8099870-99




SEp 27 200
SATELLITE
Center for Medicare & Medicaid Services September 22, 2005

Department of Health and Human Services
ATTN: CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Federal Register/Volume 70, No. 151/Monday, August 8, 2005/Proposed Rules
Departrent of Health and Human Services
42 CFR, Parts 504, 410, 411, 413, 414, and 426

Satellite Healthcare, Inc. operates dialysis centers in Northern California and would like
to commend CMS for your proposals regarding dialysis reimbursement outlined in the

August 8, 2005 proposed rule.

Referencing: ESRD Drugs and Biologicals

We support your calculations of the drug add-on using the ASP+6% and strongly agree
with the proposal to update the payments on a quarterly basis.

Referencing: ESRD-Composite Payment Rate Wage Index

We are especially pleased with CMS recognizing the importance of “modernizing the
current ESRD wage index”.! Your proposed changes to the geographical wage index and
revisions to geographic designations are welcomed and begin addressing a major issues
felt by dialysis providers, especially in California, where the cost of providing dialysis
services are among the highest in the country.

Satellite Healthcare, Inc. fully supports the following proposals and applauds your efforts
on modernizing ESRD in the United States.

Implementing Revised Geographic Wage Indexes

1. Revising the ESRD composite payment system labor market areas based on
Core-Based Statistical Areas (CBSA) developed by the Office of Management
and Budget (OMB).

2. Increasing the labor component of the composite rate to 53.7% and
monitoring and adjusting labor/non-labor costs on an annual basis using.

! Federal Registet/Volume 70, No. 15 1/Monday, August 8, 2005/Proposed Rules Department of Heaith and
Human Services 42 CFR, Parts 504, 410, 411, 413, 414, and 426 (p.45793)

401 Castro Street Mountain View CA 94041 (650) 404 3600  www satellitehealth com




3. Annual Update of the Geographic Wage Index by using the most updated
Medicare hospital cost reports.

Market Basket: Although the commentary states that data from 1996 through 1999
showed “little difference” in cost weights, there have been some significant changes since
then. In our view, using CY 1997 as the base year for the market basket may not
sufficiently represent the current economic realities experienced over the last 8 years.
Given the rapid increase in direct labor and benefit cost it would be prudent to evaluate
more current cost report data.

We strongly support your proposal to establish a single labor-related share applicable to
all ESRD facilities based on labor-related categories included in the ESRD composite
rate market basket.

Recommendation: Annual review of Medicare Cost Reports to assure that the most
updated data is being reviewed.

Transition Period: With regard to the timing and phase in of the changes we strongly
support the two-year transition period, which would allow facilities to be paid the higher
of the new wage adjusted composite rate immediately, or a 50-50 blend of the current and
new wage adjusted composite rate.

Wage Index Cap: We agree that the wage index cap should be eliminated. The basis for
the wage index cap was important prior to composite payment rate and is no longer valid.

Wage Index Floor: We support reducing the wage index floor to 0.85 in 2006, further
reduction to 0.8 in 2007, and re-evaluating the need for continuing the floor in 2008 with
the goal of eliminating the floor.

We understand the importance and constraints of having any changes to the ESRD wage
index remain budget neutral by Section 623(d) of MMA amended section
1881(b)(12)(E)(i) of the Act and commend your efforts with creating legislation that
shows your continued commitment with updating and modemizing the ESRD system in
the Unites States. Lastly, we strongly support and urge you to update the geographic
wage index on an annual basis, as part of the overall ESRD payment update.

Sincerely,

Mod Bude

Mark Burke
Chief Executive Officer
Satellite Healthcare, Inc.
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RITA ROVER, MA, MS. RD MEDICAL NUTRITION THERAPY
168 LAUREL AVENUE

NORTHPORT, NY 11768
Phone: 631-261-8386

September 26, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention. CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Impact of Proposed Elimination of Nonphysician Work Pool on Medical
Nutrition Therapy Services (CPT Codes 97802-4)

Fjoin in the attached comments of Midtown Nutrition Care. What appears to
have happened is that Congress in its final legisiative version discounted medical
nutrition therapy services by 15% if performed by a dietitian who is not also a
physician. Then CMS compared the medical nutrition therapy codes to a physician's
preventive medicine counseling code that is discounted about 20% from other
evaluation and management codes because that physician’s code does not generally
involve medicat histories, physical examinations or medical decisions, or the use of
medical equipment and supplies and clinical personnel. Then since medical nutrition
therapy services do not generally involve medical histories, physical examinations or
medical decisions, or the use of medical equipment and supplies and clinical
personnel, CMS again discounted the value of the medical nutrition therapy codes
by about 50% by dropping the physician’s work value from the already discounted
physician's preventive medicine counseling code.

Referring to Congress's 15% discount, CMS said at page 55279 of the
November 1, 2001 Federal Register (quoted in paragraph 9 of Midtown Nutrition
Care’s comments) that “it seems unusual to apply a reduction for a service that
seldom would be furnished by a physician.” But it is not unusual because so long as
an appropriately discounted code like the physician’s preventive medicine
counseling code is used, with its work value, the 15% discount creates for dietitians
a payment structure with a 359% total discount from other evaluation and
management codes (and for the few qualified physicians, a 20% total discount from
other evaluation and management codes). This payment structure would therefore
be sufficient, but not overgenerous, and assure access for the beneficiaries of the
service (see September 22, 2005 letter of Representative Jose Serrano attached as
Exhibit “A” to Midtown Nutrition Care's comments).




Using an already discounted code because of the lack of medical history,
physical examination, medical decision, medical equipment, medical supplies and
clinicat personnel components, then dropping work value because of the lack of
these components, creates a double discount, which causes the payment structure
to be less than half of what | typically receive from commercial heaith ptans, and is
much too low, so I cannot afford to participate in Medicare.

| have been a private practice dietitian for 18 years in Long Istand, New York,
and have seen over 5,000 patients in that time, many with diabetes or kidney
disease. | now regularly refuse to see Medicare beneficiaries, but if an appropriate
payment structure were established | would become a Medicare provider and start
seeing these beneficiaries.

ﬂ%zmljﬂmuf‘, £\

Rita Rover, RD




MIDTOWN NUTRITION CARE
119 WEST 57™ STREET—SUITE 1414
NEW YORK, NY 10019
(212) 333-4243

September 22, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Re: Proposed Rule, Medicare Program: Revisions to Payment Policies Under the
Physician Fee Schedule for Calendar Year 2006

Specific Re: Impact of Proposed Elimination of Nonphysician Work Pool on Medical
Nutrition Therapy Services (CPT 97802-4)

Specific CMS Language: “We recognize that there are still some outstanding issues that
need further consideration, as well as input from the medical community. For example,
although we believe that the elimination of the nonphysician work pool would be, on the
whole, a positive step, some practitioner services, such as audiology and medical
nutrition therapy, would be significantly impacted by the proposed change....We,
therefore, welcome all comments on these proposed changes...” Federal Register,
August 8, 2005, p. 45777

Dear Sir or Madam;

Midtown Nutrition Care respectfully submits the following comments that will show how
CMS may not only avoid any negative impact on medical nutrition therapy services, but
also increase access to these important preventive medicine services.

History of Medical Nutrition Therapy Reimbursement

1. August 4, 1995, 104* Congress, 1* Session, Representative Serrano introduced the
first medical nutrition therapy bill, HR 2247, “Medical Nutrition Therapy Act of 1995”.
Relevant reimbursement language was “...the amount paid shall be 80 percent of the

lesser of the actual charge for the services or the amount determined by a fee schedule
gstablished by the Secretary for the purposes of this subparagraph.” [emphasis supplied]

2. July 17, 1996, 104" Congress, 2™ Session, Senator Bingaman introduced S 1964,
“Medical Nutrition Therapy Act of 1996”. Relevant reimbursement language was “...the
amount paid shall be 80 percent of the lesser of the actual charge for the services or the

amount determined by a fee schedule established by the Secretary for the purposes of this

subparagraph.” [emphasis supplied}




3. January 7, 1997, 105" Congress, 1* Session, Representative Serrano introduced HR
288, “Medical Nutrition Therapy Act of 1997”, Relevant reimbursement language was
“...the amount paid shall be 80 percent of the lesser of the actual charge for the services
or the amount determined by a fee schedule established e Secre or the ses

of this subparagraph.” femphasis supplied]

4. June 24, 1997, 105" Congress, 1* Session, Senators Craig and Bingaman introduced §
Amdt 454, which became Section 5105 of PL, 105-33, “Study on Medical Nutrition
Therapy Services.” It provides “(a) Study: The Secretary of Health and Human Services
shall request the National Academy of Sciences, in conjunction with the United States
Preventive Services Task Force, to analyze the expansion or modification of preventive
benefits provided to medicare beneficiaries under title XVIII of the Social Security Act to
include medical nutrition therapy services by a registered dietitian. (b) Report: (1) Initial
report: Not later than 2 years after the date of the enactment of this Act, the Secretary
shall submit a report on the findings of the analysis conducted under subsection (a) to the
Committee on Ways and Means and the Committee on Commerce of the House of
Representatives and the Committee on Finance of the Senate. (2) Contents: Such report
shall include specific findings with respect to the expansion or modification of coverage
of medical nutrition therapy services by a registered dietitian for medicare beneficiaries
regarding—(A) cost to the medicare system; (B) savings to the medicare system; (C)
clinical outcomes; and (D) short and long term benefits to the medicare system. (3)
Funding: From funds appropriated to the Department of Heath and Human Services for
fiscal years 1998 and 1999, the Secretary shall provide such funding as may be necessary
for the conduct of the analysis by the National Academy of Sciences under this section.”

5. March 18, 1999, 106™ Congress, 1* Session, Representative Johnson, on behalf of
herself, Representative Serrano, and numerous others, introduced HR 1187, “Medical
Nutrition Therapy Act of 1999”. Relevant reimbursement language was “...the amount
paid shall be 80 percent of the lesser of the actual charge for the services or the amount

determined under the fee schedule established under section 1848(b) [the physician fee
c

ule] for the same services if furnished by a physician.” [emphasis supplied]

6. December 15, 1999, the Institute of Medicine of the National Academy of Sciences
issued its report, “The Role of Nutrition in Maintaining Health in the Nation’s Elderly,
Evaluating Coverage of Nutrition Services for the Medicare Population,” National
Academy Press, Washington, DC, 2000, ISBN 0-309-06846-0. Among its findings was:
“The registered dietitian is currently the single identifiable group of heaith professionals
qualified to provide nutrition therapy. It is recognized that other health care professionals
in particular fields may be qualified to provide nutrition therapy and should be considered
on an individual basis as a reimbursable provider.” (Page 272 of published report)

7. December 2000, 106" Congress, 2™ Session, Congress enacted PL. 106-554, which
contains Section 105, “Coverage of Medical Nutrition Therapy Services for Beneficiaries
with Diabetes and Renal Disease.” Relevant reimbursement language is “...the amount
paid shall be 80 percent of the lesser of the actual charge for the services or 85 percent of

the amount determingd under the fee schedule established under section 1848(b) [the




sician fee schedule] for the same services if furnished sician.” [emphasis
supplied] Other relevant language is: “The term ‘medical nutrition therapy services’
means nutritional diagnostic, therapy, and counseling services for the purpose of disease
management which are furnished by a registered dietitian or nutrition professional.”

8. August 2, 2001, CMS published in the Federal Register its proposed rule for the
medical nutrition therapy benefit which was to become available on January 1, 2002.
Part of the proposed rule was “Payment for Medical Nutrition Therapy (§414.64).” It
states, in relevant part: “The statute specifically provides that medical nutrition therapy
services may only be provided by registered dietitians or nutrition professionals. We do

ot believe tha sicians will be able to satisf ification requirements and
therefore will not be able to provide this service themselves. Therefore, we are got
establishing physician work RVUs for this service. We interpret section 105(c)(2) of
BIPA to mean that if a physician were to furnish this service, that the service was
performed ‘incident to’ the physicians treatment plan and provided by a registered
dietitian or nutrition professional.” [emphasis supplied]

9. November 1, 2001, CMS published in the Federal Register its final rule. Among the

responses to the comments received was: “While medical nutrition therapy may be
performed by a physician who is also a registered dietitian, this does not make it a
physician’s service that requires a work RVU. Physicians may occasionally perform

other services that have no physician work, such as chemotherapy administration or the
technical component of a diagnostic x-ray test. When such services with no physician
work are performed by a physician, we do not establish a physician work RVU just
because the service was performed by a physician in that instance. Physicians will
occasionally meet the statutory gualifications to be considered a registered dietitian or
nutrition professional who can bill Medicare for medical nutrition therapy service. In
these circumstances, we will pay the physician 80 percent of 100 percent of the physician
fee schedule amount.... We initially anticipated that physicians would never bill
Medicare for medical nutrition therapy services because they generally would never meet
the statutory requirements to be considered dietitians or nutrition professionals. In this
circumstance, we agree that it seems unusual to apply a reduction for a service that
seldom would be furnished by a physician. However, we believe that the statute requires
that Medicare payment be based on the 85 percent level. We understand that, although
not common, there are physicians who do meet the statutory requirernents to be
considered registered dietitians or nutrition professionals. In these circumstances, our
paymeat the physician will be based on 100 percent of the physician fee schedule
amount, not the 835 percent that we will pay to a registered dietitian or nutrition
professional.” [emphasis supplied] (Page 55279 of 2001 Federal Register)

10. Earlier in the final rule CMS states: “The American Dietetic Association (ADA) and
many individuals submitted comments concerning the proposed reimbursement rate for
medical nutrition therapy services. They stated that the proposed reimbursement rate for
these services is too low and would result in limited beneficiary access to these services
since private practice dietitians will chose not to participate. ... They believe that the
proposed rate for Medicare is far short of what was envisioned by the Congress. ... The
commentators also stated that any refinement of medical nutrition therapy values should




be based on the underlying E/M codes that they believe are the statutory basis for medical
nutrition therapy payment. While commentators acknowledge that physicians may
perform other tasks besides nutrition assessment, therapy and counseling during an office
visit, they believe those additional services are the basis for the Congress’ instruction to
reimburse non-physician providers of medical nutrition therapy at 85 percent of the
amount physicians receive. The AMA’s Health Care Professionals Advisory Committee
(HCPAC) submitted a comment that suggested there should be physician work for
medical nutrition therapy. This group provides recommendations on valuing services for
codes used by non-physician providers....We have reviewed the statute and legisiative
history. There is no indication that Congress envisioned a particular payment amount or
expected us to use an E/M service to determine the value of medical nutrition therapy.”
[emphasis supplied] (Page 55278 of 2001 Federal Register)

sing a Reimbursement Methodology That Includes a Phvsici ork Value Will Not
nly Avoid Any Negative Impact On Medical Nutrition Therapy Services From the

Elimination of the Nonphysician Work Pool, But Will Also Increase Access To These
Preventive Medicine Services

11. We agree that Congress probably did not envision a particular amount or particular
E/M service, but did Congress intend to pay nutritionists 85% of what a physician is paid
for administering chemotherapy or performing the technicai component of a diagnostic x-
ray? Or did Congress intend to pay dietitians 85% of what it costs a physician to employ
a dietitian to provide the services? If Congress had intended to focus on a dietitian’s
work value, then why didn’t the law establish a separate fee schedule for dietitians (as
Medicare has for psychologists and as the 1995, 1996 and 1997 bills had envisioned)?

12. After the 1995, 1996 and 1997 bills by Representative Serrano and Senator Bingaman
that would have established a separate dietitian fee schedule, and after the 1997 Craig and
Bingaman amendment established a study to be made of “medical nutrition therapy
services by a registered dietitian”, what did Representatives Johnson, Serrano and others
intend when they introduced in March 1999 a bill that would have paid dietitians the
amount determined under the physician fee schedule for the same services if furnished by
a physician instead of pursuant to a separate dietitian fee schedule? And after the
December 1999 report by the National Academy of Sciences found the registered
dietitian to be the single identifiable group qualified to provide medical nutrition therapy
(although others may be qualified), what did Congress intend when they passed in
December 2000 a law that continued to determine payment not pursuant to a separate
dietitian fee schedule but by paying 85% (instead of 100% as in the Johnson bill) of the
amount determined under the physician fee schedule for the same services if performed
by a physician, and also defined the providers to be registered dietitians or other nutrition
professionals?

13. Could it possibly be that Congress intended by not having a separate dietitian fee
schedule that Congress meant to exclude physician work value? Or, is it at least as likely
that Congress intended to pay 85% of what a physician would be paid, including
physician work value, so as to insure that reimbursement would be fixed at a level that
would enable a sufficient number of dietitians to participate so that Medicare




beneficiaries would have access to this preventive benefit (and preventive benefits are
what Congress want all entitled beneficiaries to get so as to hold down costs over the long
term). The original sponsor of the medical nutrition therapy benefit and cosponsor of the
bill that eventually became the law has asked CMS to “...please be aware of Congress’
intent that payment be sufficient to provide access to care for the beneficiaries of the
service. Establishing a zero work value for nutrition therapy severely limits access to
these services and thus subverts the intent of the law.” (See copy of September 22, 2005
letter to CMS from Representative Serrano, attached as Exhibit “A”)

14. That the envisioned access has not been provided can be seen from the fact that prior
to passage the CBO estimated the annual cost of medical nutrition therapy services to be
$60 million, whereas only about $1 million per year has been spent annually since the
benefit became available in 2002. This represents visits by only about 250,000
beneficiaries out of an estimated 8 million plus beneficiaries with diabetes and renal
disease (the two conditions for which Medicare currently provides medical nutrition
therapy benefits). Only about 10% of dietitians (7,000 out of 65,000 nationwide) have
become Medicare providers, compared with over 90% of physicians. Journal of the
American Dietetic Asseciation, June 2005, p. 990 (copy, along with p.995, footnote
references, attached as Exhibit “B”).

15. There is a lengthy discussion in the November 1, 2001 final rule (Pages 55278-80 of
2001 Federal Register) stating that work value should not be included because medical
nutrition therapy services do not involve medical histories, physical examinations or
medical decisions, or the use of medical equipment and supplies and clinical personnel
involved in most evaluation and management services by physicians. However, the
evaluation and management code to which the medical nutrition therapy codes was
compared for the basis of valuation is Preventive Medicine Service Counseling and/or
Risk Factor Reduction [ntervention {CPT Code 99401) which, unlike most evaluation and
management codes, does not generally involve medical histories, physical examinations
or medical decisions, or the use of medical equipment and supplies and clinical
personnel! (A copy of the CPT’s entire Preventive Medicine Services section, 2 pages, is
attached as Exhibit “C”.)

16. We think the reason CMS did not notice that CPT Code 99401 does not generally
involve these components is because 2 interrelated points had been raised in comments to
the proposed rule. First that CMS should compare the 15-minute medical nutrition
therapy code CPT 97802 to the 15-minute office visit code CPT 99213, rather than to the
15-minute preventive medicine counseling code CPT 99401; and second that a
physician’s work value should be included in valuing medical nutrition therapy services.
Therefore, it was natural for CMS to iook at the medical history, physical examination,
medical decision, medical equipment, medical supplies and clinical personnel
components of CPT Code 99213, and not notice that these components are generally
lacking in CPT Code 99401. (Attached as Exhibit “D” is a copy of the entire final rule
“Payment for Medical Nutrition Therapy” discussion, pp. 55278-55281.)

17. Because CPT Code 99401 does not generally involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and




clinical personnel, the valuation of CPT Code 99401 is already significantly lower than
other 15-minute evaluation and management service codes that involve these
components, see 2005 Relative Value Units for the following codes (Pages 66666, 66668
and 66671 of 2004 Federa!l Register):

15-minute Non-facility Non-facility
Code Work RVU  Practice Expense RVI Malpractice RVU  Total
99213 0.67 0.69 0.03 1.39
(Office

Visit)

99241 0.64 0.64 0.05 1.33
(Office

Consultation)

99401 0.48 0.62 0.01 1.11
(Prev Medicine

Counseling)

97802 0.00 0.47 0.01 0.48
(Med Nutrition

Therapy)

18. The discussion by CMS that stated that work value should not be included because
medical nutrition therapy services do not involve medical histories, physical
examinations or medical decisions, or the use of medical equipment and supplies and
clinical personnel was set forth for the first time in the final 2001 rule, and not in the
proposed 2001 rule. Therefore, CMS was unable to receive comments that might have
pointed out that CPT Code 99401 also does not generally involve medical histories,
physical examinations or medical decisions, or the use of medical equipment and supplies
and clinical personnel (so while the lack of these components may be a good reason for
cross walking the medical nutrition therapy codes to CPT Code 99401, rather than to
CPT Code 99213, it is not a good reason to disregard physician work value).

19. However at this time CMS can take notice that CPT Code 99401 does not generally
involve medical histories, physical examinations or medical decisions, or the use of
medical equipment and supplies and clinical personnel, and therefore could (and should)
continue the comparison to CPT Code 99401, but utjlize the CPT Code 99401 work
value, plus the CPT Code 99401 practice and malpractice expense RVUs for valuing the
medical nutrition therapy codes (and then paying a physician 80% of 100%, and a
dietitian 80% of 85%, of the total of these 3 values), This would be analogous to the
payment of physician assistants and nurse practitioners 80% of 85% of CPT Code 99213
or other evaluation and management services that, as appropriate for their practice,
contain medical history, physical examination, medical decision, medical equipment,
medical supplies and clinical personnel compenents. And this would allow a physician
who is also a dietitian to be paid appropriately (80% of 100%) for medical nutrition



therapy services since a physician cannot otherwise use CPT Code 99401 because while
it has been valued, CPT Code 99401 is a noncovered service for which Medicare
payment may not be made. (Page 66671 of 2004 Federal Register; Page 45999 of 2005
Federal Register)

20. As in the 2001 final rule, the valuation of the 15-minute individual medical nutrition
therapy Code 97803 should continue to be the same as the valuation of the 15-minute
individual medical nutrition therapy Code 97802; and the valuation of the 30-minute
group medical nutrition therapy Code 97804 should continue to approximate the hourly
valuation of the individual medical nutrition therapy codes based on an assumption of an
average of 5 patients in a group (that is, each RVU value for the 30-minute group
increment should be determined by multiplying the corresponding RVU value for the
individual 15-minute increment by 2, then dividing by 5).

21. Unlike the issue of medical history, physical examination, medical decision, medical
equipment, medical supplies and clinical personnel components, which was raised for the
first time in the 2001 final rule, the issue of whether the two individual 15-minute codes
would be valued the same or differently was fully discussed in the 2001 proposed rule, in
comments thereto, and in the final rule, which stated as follows: “We have reviewed the
payments for CPT codes 97802 and 97803 and agree with the commentator that these two
codes should have the same values. The essential difference between an initial and
follow up medical nutrition therapy service is the time spent performing the service.
Initial visits will be longer than follow-up visits and will likely involve Medicare
payment for more increments of service. We will pay less for follow up visits because
they will typically involve fewer 15 minute increments of time than an initial visit. The
payment rate we are establishing in this final rule for CPT code 97803 will be the same as
the proposed rate for CPT code 97802. We have also changed the payment rate for CPT
code 97804 assuming that the code will normally be billed for 4 to 6 patients with the
average of 5. Using the revised values, the payment rate for group medical nutrition
therapy would approximate the hourly rate paid for other medical nutrition therapy
services.” (Page 55281 of 2001 Federal Register)

22, That reasoning was sound in 2001 and remains sound, and should continue to be
followed, rather than create a 0.01 less RVU for CPT code 97803 as proposed at Page
45997 of the August 8, 2005 Federal Register.

Qur Practice

23. Our group practice, Midtown Nutrition Care, has seven full-time Registered
Dietitians who see approximately 700 patients per month, about 1/3 of which have
diabetes or kidney disease.

24. We are providers for all the major commercial insurance companies in our area.
These currently pay an average of $42.53 per 15-minute increment for CPT Codes 97802
and 97803 (which codes are valued equally by the commercial insurers we bill these
codes). Copies of explanations of benefits (with patient identifiers deleted), which show




these amounts to be $50, $44.80, $40.32 and $35 per 15-minute increment, are attached
as Exhibit “E”.

25. Because Medicare currently pays only about $18 per 15-minute increment for our
geographical area, which is one of the highest in the nation (and would be reduced an
additional 10% under the proposed 2006 physician fee schedule) we cannot afford to see
Medicare patients and none of us has become a Medicare provider. We therefore turn
away a couple of Medicare patients per day and most of these patients are unable to
obtain medical nutrition therapy services because virtually none of the private practice
nutritionists in our area accept Medicare.

26. If payment for the 15-minute increment were to a little more than double as proposed
above it would roughly equal the average we are receiving from commercial insurance
companies in our area and we would all become providers and accept Medicare. Based
on my experience as co-reimbursement chair for the New York State Dietetic Association
I also believe that the vast majority of private practice nutritionists in my area and
nationwide would do likewise. Therefore, if the above proposal is followed it will not
only avoid any negative impact from the elimination of the nonphysician work pool, it
will also provide appropriate access to care for all Medicare beneficiaries entitled to these
services.

Sincerely yours,

Robert Howard, RD, JD
Managing Partner
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September 22, 2005

Dr. Mark B. McClellan

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

I was the sponsor of the original medical nutrition therapy benefit bills in the mid 90s and
cosponsor of the 1999 bill that eventually became law, as Section 105 of PL 106-544,
entitled “Coverage of Medical Nutrition Therapy Services for Beneficiaries with Diabetes

and Renal Disease”,

As you review the rule pertaining to medical nutrition therapy benefits, please be aware
of Congress’ intent that payment be sufficient to provide access to care for the
beneficiaries of the service. Establishing a zero work value for nutrition therapy severely
limits access to these services and thus subverts the intent of the law.

1 have reviewed the comments of Midtown Nutrition Care and would ask that they be
given every consideration as the rule in question is reviewed.

erran:
ember of Congress
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mation packets, meetings and confer-
ence calls, and support developing
language that describe MNT services
provided by RDs as a component of
the CCI program.

MEDICARE ADVANTAGE

Medicare+Choice will be replaced
with Medicare Advantage effective
January, 2006. CMS announced on
December 6, 2004 that there will be
26 Medicare Advantage regions es-
tablished across the nation for health
insurance plans wishing to partici-
pate in the new program. Participat-
ing health insurance plans will be re-
quired to service the entire region.
Each Medicare Advantage regional
plan will have a network of providers
who agree to contractually specified
reimbursement levels for covered
benefits.

The intent of this new provision is
to have traditional fee-for-service
Medicare compete head to head on
prices with private insurance compa-
nies. In order to gain sufficient sup-
port to pass the bill, this new provi-
sion i3 a 6-year demeonstration
program in up to six standard metro-
politan statistical areas (SMSAs).
Private insurers will be able to begin
bidding to serve Medicare beneficia-
ries in regions beginning in 2006.
Payment rates would be based on a
blended average of the bids. The tra-
ditional Medicare system will com-
pete with private plans in selected
SMSAs beginning in 2010. There are
significant incentives in the new law
to encourage private insurance com-
panies to participate in this program.

How the Medicare Advantage pro-
gram affects utilization of the Medi-
care MNT coverage, and the two new
programs that include MNT benefits,
remains to be seen. There is the po-
tential for significant growth in MNT
services. According to the proposed
rules released by CMS, beginning in
2006, the Medicare Advantage pro-
gram will have to “enrich the range of
benefit choices available to enrollees,
including not only improved prescrip-
tion drug benefits, but also other ben-
efits not covered by traditional Medi-
care, and the ppportunity to share in
savings where plans can deliver ben-
efits at lower costs” (78).
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MEDICARE MNT'S IMPACT ON PRIVATE
INSURANCE PLANS’ COVERAGE

ADA researchers conducted an envi-
ronmental scan in 2002 to determine
if the MNT benefit (which went into
effect January 1, 2002} had increased
the coverage of nutrition services pro-
vided by RDs within private insur-
ance or health care plans. While the
scan is not representative of all man-
aged care organizations or the health
care marketplace, a positive change
in coverage was noted since 1999,
when a benchmark was set (79). The
growth in coverage of dietetic services
are attributable to a number of fac-
tors: costs, consumer demand, and
recognition of MNT, the availability
of data on the effectiveness of nutri-
tion interventions, and new tools such
as codes that allow direct reimburse-
ment to dietetic professionals. Dietet-
ics professionals may find an increas-
ingly receptive environment for their
knowledge and skills, and involve-
ment in disease management ser-
vices, as more private sector plans re-
ported contracting with RDs for
nutrition services. Additionally, sev-
eral plans in the 2002 scan indicated
they follow Medicare’s lead in adopt-
ing CPT codes.

MEDICARE MNT UTILIZATION RATES

During the first year of Medicare
MNT coverage under Medicare, 4,125
individuals enrolled as MNT pro-
viders and billed approximately
$800,000 for individual and group
MNT services (80). (When Congress
was considering the MNT bill in 2000,
it was estimated that a scaled-down

MNT bill establishing coverage to-

beneficiaries with diabetes, cardio-
vascular disease, and/or renal dis-

ease, would cost a little less than $1°

billion per year [81].) Recent CMS
data indicates nearly 7,000 registered
dietitians or licensed nutrition profes-
sionals have enrolled as providers of
MNT (82). Oumly 211,000 Medicare
beneficiaries received MNT services
since the benefit’s inception, yielding
approximately $3.3 million of new
revenue for RDs.

Those are disappointing statistics
inasmuch that they indicate an un-
derutilization of the MNT benefit.
Baged on estimates from the National
Diabetes Information Clearinghouse
and United States Renal Data Sys-
tem, approximately 8.6 million indi-

&8, 7

viduals (or 18.3%) at least 60 years
old are diagnosed with diabetes or
acute renal failure, making most of
them eligible for MNT Medicare ser-
vices (83). In terms of income poten-
tial to RDs, the CBO-projected $60
million annual outlays for Medicare
MNT for diabetes and kidney disease
are far higher than the actual $1 mil-
lion annual average. Data provided
by CMS indieate a small but growing
demand for Medicare MNT for diabe-
tes and kidney disease when benefi-
ciaries obtain a referral by their phy-
sicians,

How the Medicare
Advantage program
affects utilization of

the Medicare MNT

coverage, and the
two new programs
that include MNT
benefits, remains to
be seen.

There are a number of reasons to
expect greater demand for Medicare
MNT services. First of 2, the Medi-
care Modernization Act includes two
MNT components, one of which is the
Initial Preventive Physical Examina-
tion, which went into effect January
1, 2005, The American Diabetes Asso-
ciation estimates that more than one-
third of Americans with diabetes do
not know they have the disease (84),
If the “Welcome to Medicare” physical
is successful in identifying peeple who
have diabetes but did not know it, the
utilization rate for MNT should show
a significant increase.

The chronic care provisions of the
Medicare Medernization Act also pro-
vide an opportunity for sigmificant
growth in MNT utilization, because
MNT also is a component of that pro-
vision. Currently, 78% of the Medi-
care population has one or more
chronic conditions that require ongo-
ing medieal management (85). Almost
two thirds (63%) have two or more
chronic conditions, and 20% of Medi-
care beneficiaries have five or more
chronic conditions (86). Therefore,
participating in Medicare’s new
chronic care disease management

[(@ cy

CAGE /| ofF 72_




75.

76.

77.

78.

79.

80.

8l.

82,

83.

84.

cSxHtB:7 K"

r)A'C:} 2 o 2

sions of MMA (Pub. L. 108-173).
69 Fed Reg. 2004,50472-50743.
Nominations of Dr. Mark B.
McCllellan, Brain Roseboro,
Donald Korb, and Mark J.
Washawsky: Hearing Before
the Senate Committee on Fi-
nance, 108th Cong, lst Sess;
2004,

Medicare Health Support (for-
merly, the Chronic Care Im-
provement Program). Medicare
fact sheet: Medicare health sup-
port to improve care of beneficia-
ries with chronic illnesses.
Available at: http//www.cms,
hhs.gov/medicarereform/ecip/
factsheet.pdf. Accessed Decem-
ber 10, 2004,

Conference Report to Accompany
HR 1, 108th Cong, 1st Sess, 2003,
H Rep 108-391. Available at:
http.//frwebgate access. gpo.gov/
cgi-bin/getdoc.cgi?dbname=108_
cong_reports&docid=Fhr391.
108.pdf. Accessed December 12,
2004,

Medicare program. Establish-
ment of the Medicare Advantage
Program, Department of Health
and Human Services, Centers
for Medicare and Medicaid Ser-
vices 42 CFR Parts 417 and 422.
Fed Reg. 2004;69:46866.

Fitzner K, Myers EF, Caputo N,
Michael P. Are health plans
changing their views on nutri-
tion service coverage? J Am Diet
Assoc. 2003;103:157-161,
Medicare MINT stats show a suc-
cessful first year Medicare MNT
Provider. 2008;1{12}.

Thomas, CBO reviewing pro-
posal that would create new
MNT benefit. Inside HCFA.
2000;May 10.

CMS releases MNT utilization
data. Medicare MNT Provider.
2004,3(8).

National Diabetes Information
Clearinghouse. National Diabe-
tes Statistics. Available at:
http://diabetes.niddk nih.gov/dm/
pubs/statistics. Accessed Decem-
ber 10, 2004.

American Diabetes Association.
American Diabetes Association
applauds new National Diabetes
Action Plan. Available at: http//
www.diabetes.org/for-media/
2004-press-releases/National-
Diabetes-Action-Plan.jsp. Ac-
cessed December 14, 2004,

85. Gottlich V. Medical necessity de-
terminations in the Medicare pro-
gram: Are the interests of benefi-
ciaries with chronic conditions
being met? Prepared for Partner-
ship for Solutions: Better Lives
for People with Chrenic Condi-
tions: A project of the Johns Hop-
kins University and the Robert
Wood Johnson Foundation. The
Center for Medicare Advocacy
Inc. Available at: http/ww,
medicareadvocacy.org/chronic_
JohnsHopkinsPaper_medneces
sitydets.htm. Accessed December
1, 2004.

86. Berenson R, Horvath J. The clin-
ical characteristics of Medicare
beneficiaries and implications
for Medicare reform. Prepared
for the Center for Medicare Ad-
vocacy Inc, March 2002, Confer-
ence on Medicare Coordinated
Care, Washington, DC. Avail-
able at: http://www.partnership
forsolutions . org/DMS/ files/ Med
Beneficiaries2-03.pdf. Accessed
December 1, 2004.

87. Medicare Rights Center. Medi-
care statistics: The Medi-
care population. Available at:
http://www.medicarerights.org/
maincontentstatsdemographics.
html. Accessed December 1,
2004.

88. Medicare Payment Advisory
Commission. A data book:
healthcare spending and the
Medicare program. Available at:
http://www.medpac.gov/search/
searchframes.cfm. Accessed De-
cember 1, 2004.

89. The Consolidated Appropria-
tions Act of 2001, HR 4577/PL
108-554, 106th Cong, 2nd Sess,
September 30, 2001, Available at;
http:/frwebgate.access.gpo.gov/
cgi-bin/getdec.cgi?dbname=106_
cong_bills&docid=f-h4577enr.
txt.pdf. Accessed December 12,
2004,

90. Medicare Payment Advisory
Commission, Report to the Con-
gress: Medicare Payment Policy,
March 2003. Available at: http/
www.medpac.gov/publications/
congressional_reports/Mar03_
Entire_report.pdf. Accessed De-
cember 1, 2004.

91. MedPAC Recommendations on
Physician Payment Policy: Hear-
ings Before the Subcommittee on
Health of the House of Represen-

June 2005 & Journal of the AMERICAN DIETETIC ASSOCIATION 966

92.

93.

94,

95.

96,

97

98.

99,

tatives Committee on Ways and
Means (2002) (testimony of Glenn
Hackbarth, JD, chairman, Medi-
care Payment Advisory Commis-
sion). Available at: http/iwww.
medpac.gov/publications/congres
sional_testimony/022802_SGR.pdf.
Accessed December 1, 2004.
Medicare Physician Payments:
Information on Spending Trends
and Targets: Testimony Before
the House of Representatives
Subcommittee on Health, Com- L
mittee on Energy and Com- [ -
merce (2004) (testimony of A,
Bruce Steinwald, director,
Health Care—Economic and
Payment Issues). Available at:
http:/f'www.gao.gov/new.items/
d04751t.pdf. Accessed December
1, 2004.
Doctors gain Medicare benefit
from newly passed omnibus. $54
billien instead of planned cuts.
Congr @. 2003,61:403,

New Medicare law promises ma-
jor MNT expansion. Medicare
MNT Provider. 2(9).

Boards of Trustees, Federal
Hospital Insurance and Federal
Supplementary Medical Insur-
ance Trust Funds, 2004 Annual
Report of the Board of Trustees
of the Federal Hospital Insur-
ance and Federal Supplemen-
tary Medical Insurance Trust
Funds, March 23, 2004. Avail-
able at: http://www.cms.hhs.
gov/publications/trusteesreport/
defauit.asp. Accessed November
22, 2004,

GOP weighs politically iffy plan.
Cut Medicare provider pay-
ments? Congr Q. 2004;62:2694-
2695,

United States Department of
Health and Human Services,
News Release, July 15, 2004:
HHS announces revised Medi-
care obesity coverage policy:
Opens door to coverage based on
evidence. Available at: https/
www. hhs.gov/news/press/2004
pres/20640715 . html. Accessed De-
cember 2, 2004.

National Coalition on Health
Care. Health care costs. Avail-
able at: http.//www.nche.org/
facts/cost.shtml. Accessed De-
cember 13, 2004.

Harrington C. Health care costs
on the rise. American Institute
of Certified Public Accountants.




Evaluation and Management

Ex et 877

99373—99380 Evaluation and Management

CPT 2004

99373 cornplex or lengthy (eg. lergthy counsefing session
with anxious of distraught patient, detailed or
profonged discussion with family members regarding
serously il patient, lengthy communication
necessary 10 coordinate complex services of several
ditferent health professionals working on different
aspects of the total patient care plan]

Care Plan Oversight Services

Care Plan Oversight Services are reported separately from
codes for office/outpatient, hospital, home, nursing
facility or demiciliary services. The complexiry and
approximate physician time of the care plan oversight
services provided within a 30-day period determine code
selection. Only one physician may report services for a
given period of time, to reflect thar physician’s sole or
predominant supervisory role with a particular patient.
These codes should not be reported for supervision of
patients in nursing facilities or under che care of home
health agencies unless they require recurrent supervision
of therapy.

The wark involved in providing very low intensiry or
infrequent supervision services is included in the pre- and
post-encounter work for home, office/ourpatient and
nursing facility or domiciliary visit codes.

99374  Physician supervision of a patient under care of home
health agency {patient not present) in home, domiciiary
of equivalent environment (eg. Alzheimer's facility)
requining camplex and multidisciplinary care modalities
invelving regular physician development and/or revision
of care plans, review of subseguent reports of patient
status, review of related labaratory and other studies,
communication (including telephone calls) for purposes of
assessment or care decisions with health care
professionalis). family memberis), surrogate decision
maker(s) leg. fegal guardian} and/or key caregiver(s}
involved 1n patient's care. integration of new infarmation
into the medical treatment plan and/or adjustment of
medical therapy, within a catendar month; 15-29 minutes

99375 30 minutes or more

99377  Physician supervision of a hospice patient {patient not
present] requiring complex and multidisciplinary care
modalities mvolving reguiar physician deveiopment
and/or revision of care plans, review of subsequent
reports of patient status, review of related laboratory and
other studies, communication (including telephone cails}
for purposes of assessment or care decisions with health
iare professional(s), family member(s), surrogate deciston
makerls| (eg. legal guardian) and/or key caregiver(s)
involved in patient’s care, integration of rew information
into the medical treatment plan and/or adjustment of
medical therapy, within a calendar menth; 15-29 minutes

99378 30 minutes or more
(¥ C ‘)
PAGCE /1 OF -

99373  Physician supervision of a nursing facility patient
{patient not present} requiring complex and
multidisciplinary care modalitiss invalving regular
physician development and/or ravision of care plans,
review of subsequent reports of patient status, review of
related taboratory and other studies, communication
lincluding telephone calls) for purposes of assessment or
care decisions with health care professionalis), family
member(s), surrogate decision maker(s) {eg, legal
guardian) and/or key caregiver(s} invelved in patient's
care, integraticn of new information into the medical
treatment plan and/or adjustment of medical therapy,
withiri a calendar month; 15-29 minutas

99380 30 minutes or more

Preventive Medicine

Services

The following codes are used to reporr the preventive
medicine evaluation and management of infants,
children, adolescents and adults.

The extent and focus of the services will largely depend
on the age of the patient.

If an abnormality/ics is encountered or a preexisting
problem is addressed in the process of performing this
preventive medicine evaluation and management service, |
and if the problem/abnormality is significant enough to
require additional work to petform the key components
of a problem-oriented E/M service, then the appropriate
Office/Qutpatient code 99201-99215 should also be ;
reported. Modifier *-25° should be added to the ;
Office/Qurparient code to indicate thar a significant,
separately identifiable Evaluation and Management
service was provided by the same physician on the same
day as the preventive medicine service. The appropriate
preventive medicine service is additionally reported.

An insignificant or trivial problem/abnormality char is
encountered in the process of performing the preventive
medicine evaluation and management service and which
does not require additional work and the performance of
the key components of a problem-oriented E/M service

should nor be reporred.

1

The “comprehensive™ narture of the Prevencive Medicine
Services codes 99381-99397 reflects an age and gender
appropriare historyfexam and is NOT synonymous with
the “comprehensive” examination required in Evaluation
and Management codes 99201-99350.

Codes 99381-99397 include counseling/anrticiparory
guidance/risk facror reduction interventions which are
provided at the time of the inicial or periodic
comptehensive preventive medicine examination. {Refer
1o codes 99401-99412 for reporting those 1
counseling/anricipatory guidance/risk facror reduction '
interventions that are provided at an encounter separate |
from the preventive medicine examination.} :

28 © =Modifier -51 Exempt  » < or ® 4=New or Revised Text

* =Add-on Code :




CPT 2004

—— e

Evaluation and Management 9938199435

|mmunizations and ancillary studies involving laboratory,
radiology, other procedures, or screening tests identified
with a specific CPT code are reported separately. For
immunizations, see 90471-90474 and 90476-90749.

New Patient

99381 Initial comprehensive preventive medicine
gvaluation and management of an individual including an
age and gender appropriate history, examination,
counssling/anticipatory guidance/risk factor reduction
interventions, and the ordering of appropriate
immunization(s|. laboratory/diagnostic procedures, new
patient; infant {age under ? year)

99382 early chiddnood {age 1 through 4 years!
99383 late chilghoed {age 5 threugh 11 years]
99384 adolescent (age 12 through 17 years)
99385 18-39 years

99386 40-64 years

99387 65 years and over

Established Patient

99391  Periodic comprehensive preventive medicine
reevaluation and management of an individual ncluding
an age and gender appropriate history, examination,
counseling/anticipatory quidance/nsk factor reduction
interventions, and the ordering of appropriate
immunization(s), laboratory/diagnostic procedures,
established patient; infant (age under 1 year]

99392 garly childhood (age 1 through 4 years)
99393 late childhaod (age 5 through 11 years)
99394 adolescent {age 12 through 17 years]
993495 18-39 years

99396 40-64 years

99397 65 years and over

Counseling and/or Risk Factor
Reduction Intervention

New or Established Patient

These codes are used to report services provided to
individuals at a separate encountcer for the purpose of
promoting health and preventing illness or injury.

Preventive medicine counseling and risk factor reduction
interventions provided as a separate encounter will vary
with age and should address such issues as family problems,
diec and exercise, substance abuse, sexual practices, injury
prevention, dental healdh, and diagnostic and taboratory
test results available at the ime of the encounter.

These codes are not to be used to report counseling and risk
Factor reduction interventions provided ro patients with
symptoms of established illness. For counseling individual

patients with symptoms or established illness, use the
appropriate office, hospital or consultation or other
evaluation and management codes. For counseling groups
of patients with symptoms or established illness, use 99078.

Preventive Medicine, Individual
Counseling

99401  Preventive medicine counseling and/or risk factor
reduction intervention{s) provided to an individual
{separate procedure}; approximately 15 minutes

yuawabeueyy pue uonenjeny

99402 approximately 30 minutes
99403 approximately 45 minutes
99404 approximately 80 minutes |

Preventive Medicine, Group Counseling

99411 Preventive medicine counseling and/or risk factor
reduction intervention(s) provided to individuals in 8
group setting (separate procedure). approximately 30
minutes

99412 approximately 50 minutes

Other Preventive Medicine Services

99420  Administration and interpretation of health risk
assessment instrument (eg. health hazard agpraisall

99429  Unlisted preventive medicine service

The following codes are used to report the services
provided to newborns in several different sectings.

For newborn hospital discharge services provided on 2
date subsequent to the admission date of the newborn,

use 99238.

For discharge services provided to newborns admirred

and discharged on the same date, use 99435,

99431  History and examination of the normai newbom
infant, initiation of diagnostic and treatment programs
and preparation of hospital records. {This code should
also be used for birthing room deliveries }

99432  Normal newborn care in other than hospital or birthing
ropm setting, including physical examination of baby and
canference(s) with parent(s)

99433  Subsequent hospital care, for the evaluation and
management of a normal newborn, per day

99435  History and examination of the normal newborn
infant, including the preparation of medical records. (This
code should only be used for newborns assessed and
discharged from the hospital or birthing room on the
same date.)
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aymant for Medicc! Nutrition Therapy
(54214.64)

Section 106(c) of the BIPA Tequires
that we pay for medical nutrition
therapy services at 80 percant of the
losser of the actyal charge for the
fervices or B3 percent of the gmoupt
determinad under the physician fee
schedule for the same services if the
servicas had baen furnished bya
physicisn. Based upon eonsultation
with the American Diatetic Association
{ADA) to assess the types of regource
inputs used to furnish a 15-minute
medical nutrition tharapy sesgion by a
registered dietitian or professiona]
nulritionist, we propossd the following

Far CPT code 87802—Maodical
nutrition therapy; initia] essessment and
Intervention, Individual, fage-to-face
with the patient, each 15 minutes, wea
did not propose physietan work RVUs
for this service, based on the statutary
provision that spacifically providas thet
meadical nutrition therapy services may
only be furnished by registersd
dietitins or nutrition profeesionals, For

ractice exponse, wa proposed 0.47
RVUs and, for malpractics, we ropesed
0.01 RVUs for 8 total of 0.48 R\R.’s.

For CPT code 87803—Renssessmonts
and intarventian, individual, face-to-
face with the patient, sach 15 minutas,
e proposed g.u work RVUs, 0.34
practicy axpenss RVUs and 0,01
malpractice RVUs for a tatal of 0,85
RvUs,

Por CPT code 87804=—Croup, 2 or
more individuals, eagh 30 minutss, we
Proposed 0.0 work RVUs, 0 14 practice
expense RVUs end 0,01 w:mﬁce
RVUs for a total of 0,18 RVUs, Te
determine paymant, the RVUs shown
above would nead to hs multiplisd by
the physician fog schadule conversion
factor and 0.85 (ro reflect the statutory
requirsment that payment he 85 percant
of the amount determined under the
physician fag schedule),

We algo statad that, consistent with
the definition (n the CPT's Physical
Medicine Rehabilitation codes, & Eroup
18 considered 19 be 2 or mare
Individusls and that Medicarg ge-

ayments and deductibles would apply
¢ medical nutritional thera ¥ services.

Comment. The Americen Distetic
Assoclation (ADA) and many
individuals submitted comments
concerning the proposed reimbursement
rate for madical nutrition therapy
services, They stated that the proposed
reimbursament yate for thess sotvices is
tae low end would result in limited
beneficiary access to these services
dince private practice dietitiang will
choose not ta participate, Soms
commenters roferenced reimbursement

Istes currently paid by private insupers
of $85 to $125 for 1t 1%4 hours for an
initial visit and 385 per hour for follnw-
up. They believe that the proposad rate
for Medicare Is far short of what wag
envigionad by the Congrass.
Commenrtors indicated that the Statute
clearly states that madical nutrition
theraply payment chould be 60 parcent
of the lesser of the actual charge or 85
peroent of the amount detenmined wydor
the physiclan fee schedule for the same
service, provided by a physician,
Accordir;ilo commenters, physicians
who are also registered distitians, use B/
M godes 99213 through 99215 and
89244 when providing madica)
nutrition therapy servicos. The
Sommanters stated thet E/M codes
98203 through 98205 a1e appropriate
reference polnts for dotermining
medical quttition therap paymant. The
Commenters also stated that an
refinement of medleal nutrition
velues should be hased on the
underlying B/M codes that they beliove
are the statutory basts for medical
Dutrition therapy peymeni. While
commanters acknowledge that
Ehysicians may perform other tasks

esidea nutritional assessment, tharapy
and counseling during an office vig,
they believe those additionel services
are the basjs for the Congress’
Instruction to reimburse nea-physiofan
providers of medical nutrition therapy
4t 85 porcent of the amount physicians
recaive, The AMA's Haglth tgue
Professionals Advisory Committes
(HCPAC) submitted a commant thet

nited there should be physician

waric for madical nutiticn therapy. This
81oup provides recormmendations o
valuing services far codes used by non-
physician providers, The HCPAC
indlcated that it evaluated aach of ths
tuedical gutrition therapy codes and
compared them to serviges that arg
avallable to other providers but not
nutritionists (for example, physical
therapy sarvices). The comment further
stated that the 15 percent raduction
should not apply because the HCPAC
took this Into sceount when developing
the racommendations. The HCPAC
further added that there should be work
values for medical autrition therapy just
as there are for physical and
occupaticnal therapy.

HAesponsa, We havy reviewed the
statute and legislative history. There i3
no indication that Congress envisioned
a particular paymaent amount ar
expected us to 1se an B/M sarvice 1o
dotermine the value of medical nutrition
therapy. Section 108(c) of the BIPA
states that “the amount paid shall be 80
percent of the lesser of the actual charge

S xHiB)7T

therapy

for the servicas or 85 percent of the
amount determined under the fae
sthedule establlshed under saction
1848(b) of tha Act for the same services
if furnished by a physician,” The BIPA
Conference Raport indicates that
Payment wil] squal “the lessar of the
actua) charge for the ssrvice or 85
percent of the amount that would be
pald under the physisian foe schedule if
such gervices were provided by a
physician.” The statute and Canfersnce
Report direct us to establish the
physician fes saiadule amount for
hutrition therapy services. The
Medicare ailowed charge would equal
100 percont of the thsician fee
schedule emount 1f the sorvices age
performed by a ghysician and 8§
percent of the physiciaq fee schedule
amount if the services are performed by
a registered dietitian or nuirition
professional. The commenters suygest
thet physicians currently bill for an £/
M sarvice whan thay provide nutrition
services. Wo belizve that it |

historles,
they are not trained to and do not
petform physical axXaminations, nor do
they make medical decisions.
Furthermors, when physicians use an B/
M cods to report the provision of
counseling or coordination of oaze, they
typically l?ava also perfarmed a medica)
history, physical examination, rpd
engaged in mecical decision making as
part of that service, If such an
individual performed g service that mat
the requirements of an B/M service, then
it would be he agpmpriatn for him or
her to report an B/ service, Further,
we note that the E/M services include
not only an ameunt attributable to
Physician work, but ulso payment for
physician practice expenses. For
instance, a leval 3 new patien: offce
viaft (CPT code 99203 includas
payment for 50 minutes of nurse time,
A lovel 3 pgtablished patient office visit
{CPT code 98213) includas 35 minytes
of nurse time. Both of these codes
include additional compensaticn for
medical eliulpment and suppltes that
are typical ; used in an offigs visit but
are not wsod as part of a medicaj
Rutrition therapy ssrvice, If we wers to
adopt the commenters' visw agd
crosswalk values for medical nutrition
therapy to an E/M servics, we would be
including payment not only for the
counseling sesvice of the practitiongr,
but also, inappropriately for the costs of
clinigal personnel that are not involved
in the nutrition therapy sarvice.
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Commenters indjzated that the stetute
established the 85 parcent adjustment to
account for activities that are typicall
&erfurmad by & physician during an Eyl

service are 1ot performed by a
nutritionist. The statute and lagislative
history do not Indicate that the g5
percent adjustment 15 Intended to serve
this purpose. In fact, the commenters
themselvea nots that “consistont with
other non-physician providers,
reimbursement is set at a percentage of
the physiclen's foe gehedle."” Under the
physician fee schedule, we will paya
&hysicun 80 percent of 100 percent of

e physician foe schedule amount, and,
ia non-phfrsician practitianer proavides
an (dentical service, Modicare pays 80
Parcent of 85 parcent of the physician
{ee schedule amount. Ror instance.
under CPT cods 80219, a lave) §
establishad patient office visit is ans of
the most comrmon ssrvices providad by
physicians, physiclan assistants and
aurse practitioners. Bven though the
gérvice Is considered to be Identical, we
can by law Pay a physician assistant and
burse practitioner only 88 percent of
what we pay a ph sicﬂm to do the same
service. Thus, in the cage of othey
practitioners, the percentage does not
reflect that a nan-physician practitioner
providas fewer services than a
physician, Because thers is no
imﬁcation in the statute that the 85
percent adjustmant should apply
differently in the context of modiea)
nutrition therapy than for other services
performed by non-physician
practitionars, we belleve it ig
appropriate to pay 80 percent of 100
percant of the physicizn fee schadule
amount when madical nutrition therapy
is provided by a physician and 80

ercent of 85 percant of the physician
ee schedule amount when ths service js
provided by  registarad dietitian or
nutrition professipnal,

in response to the comment abput
Payment rates of private insurars for
medica] nutritfon therapy, we camot
use such information in 4 relative vaiug
8yatem to astahlish paymant. Saction
1848(c] of the Act requires us to
astablish RVUs that recognize the
relative regources invalved in furnishing
diffarent glﬁysician foe scheduls
Jervices. Thus, vur role i3 to gstablish
the apprapriate relative paymant
smounts, g’he total payment amount is
determined under a forniula prescribed
in section 1848(d) of the Act, We hava
no awtharity to change the formula,

In response to the HCPAC
recommendation, we reitsrate that It is
inappropriate to compare medical
nutrition tharapy services to E/M
sarviges petformed by physicians, Whils
medica] numrition therapy may he

performed by & physician who is also s
Tegisterad dietitian, this does not maks
It 8 physician‘s service that requires a
work RVU. Phygicians may ogcasionally
perform other services that have no
physictan work, such gs chemotherapy
administration or the tochnical
component of e diagnostic x-ray test.
When such services with na physician
work are performad by & physician, we
do not establish a physician work RVU
just because the sarvice wasg performad
b{ 2 ﬁ}ah}'sician In that fnatance,
Physiciang will oceasionally meet the
statutory qualifications to ba considared
a registered dietitian or nutrition
profestiona) who can bill Medicare for
medicel nutrition therapy services. In
thess efrcumstances, we will pay the
physician 80 parcent of 100 percent of
the physician fee schadule amount. In
this unusual circumstance, we are
Ppaying for & medical nutrition the
service provided by a physiclan under
section 1881(0)(2)(V) and not a
physician‘s service under saction
1861(s)(1) of the Act,

Comment; One comment indicated
that the 85 percent adjustment should
not apply bacause the RVUs wy used ars
not based on physician wark ar
physiclan practice expenses to deliver
the service. This commanter indicated
that we proposed an inadequate
payment by not following the statutory
scheme and procesded o apply a 15
percent discount thet is netther fair por
reasonables.

Responss, The statute requires us to
edtablish & physieian fae schedule
arnount for the sorvice and pay 80
Parcent of 100 percent of the amount If
the service is pravided by a physician
&1d 80 percent of 85 parcant if fhe
service is provided hy a regtstsred
dietitian or nutrition professional. Wa
inftlally anticipated that physicians
would never bill Madicare for medica)
nutrition therapy services bacause they
genarally would not maet the statutary
requirements to be conaiderad registerad
dietitians or nutrition professionals. In
this circumstance, we agree that it
Seems unusual to apply a reduction for
8 service thet seldom would be
furnished by a physician, Howevar, we
helieve that'ths statuts requires that
Madicare payment be based on the a5
percant leval, We understand that,
although not common, there are
physicians who do meet the statutory
requirements to be considered registered
dietitians or nutrition professionals. In
these circumstsnges, our payment o the
physician will be based on 100 percent
of the physteien fee scheduls amount,
not the 85 Ajercnnt that we will pay to
3 registersd dietitian or nutrition
professional. We believe the statuts
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would not allow a physician who dass
not meet the statutory requirements for
a registered distitian or nutrition
professional to be paid for & medical
nutrition therapy sorvice. if a physictan
provides medical nutrition Gounseling
as part of a patient encounter that meats
the requirements for an E/M service, the
physician can bill Madicare for
phgaicim’s service.

emment: We retsived ona commsnt
m%xasting that we clarify that Medicars
will pay qualified providers in private
praciica settings or physician oifices
where they may be independant
cantractors. The commenter also askad
how we intend to pay for medical
nutrition therapy in the hospital
outpstient department, The ccmmentey
also asked for clarificaticn on
reassignment of payment If § ragistaped
dietitian is an employes of physicians or
hospital outpationt fagiliies.

Response: Medicare will pay qualifiad
distitians and nutrition professionals
who enroll in the Medicare program
regardless of whather thay provide
medical nutrition therapy services in an
indspendent practice setting, hosptml
outpatient department or any other
setting, with the exception of services
provided to patients in ar inpatiant stay
in a hospita! or skilled nursing faciHty.
In thess efrrumstances, our payment to
the hospital or skilled nuysin facility
includer payment for medjoal nutrition
therapy. Ifa gunuﬂed practitioner
provides medical nutrition therapy in
any other safting, including a private
practice setting, section 1833(a)(1)(T) of
the Act requires that Mediorre Faymem
equa) 80 parcent of the lesser of actual
charges or 80 percent of 85 percont of
the amount determined under the
physician fas schedule. Payment in the
hospital outpatient departmant will be
made under the physician fs0 scheduls,
not under the hospital cutpatient
prospective payment systam,

Current rules regarding reassignment
of benefits would apply to medical
nutritien therapy. We want to
emphasize that medical nutrition
therapy cannot be provided incident 1o
a physician's service unless tha
physician also mests the qualifications
te Eﬂl Medicare as a ragistered dietitian
or nutrition professional. .

Comment: Commenters objacted to
the methodo!ogy used to setablish the
Emposed RVUe for this service. Thay

eliove it is inappropriate to uss the top-
down or ne-work Faoi methodology to
detormine medical nutrition therapy
payment, They believe that medical
hutrition themapy payment should not
be based on comparison tg 2 preventive
medicine code (CPT code §9401) I the
zerowork pool methodology. The
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commehters indicated that praventtve
medicine services amit the problem-
orientad components of tha
camprebens(ve higtory, as wall as other
assentlal assessment points, such as the
patlent’s chief complaint and history of
present illness. They diragrae with our
gssartion In the proposed rule that
physicians do not perform nuteition
ssrvices and assert that it {s
Inappropriate to use the top-down or
zero-work methodology to establish the
RVU for medica) nutrition therapy.

Respanse: Wo uss the top-down
mathodology or no-work pool
mathodology to price the practice
expanse RVUs for all servioes priged
under the Medicare physician fes
schedule. Given that the statute
indicates that medical nutritiop therapy
should be paid uaing the physician fea
schadule, we beligva it is reasonable
and apj)mprlm to use the same
methodolagies that we use to dsvelnr
RVUs for other physiclan fee schaduls
services. With respect to use of the
preventive medicine service, we used &
servica that wa falt had similar practicy
expenses 10 medical nurition therapy, It
is not clear why practice expenses for a
counssling service would differ based
or the health status of the patient.

Comment: A fommenter rapresenting
digtitiens asked us to review the
relativity of payment across the thres
medicel nutrition CPT ecodes, The
commmenter indicated that payment for
CPT code 07868 was set at 72,9 percent
of ptoposed RVUs for CPT code 97802
and 97804 was set at 31 parcant of CPT
code 97802, The commenter argues that,
because reassessmants ara shorter than
initial assessmants, the proposed RYUSs
are actually discountad twice (that is,
les8 payment per 16 minutes of time as
well as less tote] timg), They belisve
that tho value of CPT codes 97802 and
97803 should be identical, The
conwasnters indicated that B/M services
provided by physicians do not recelve
the sams discount. The commenter also
stated that the payment for CPT code
97804 was lgas than for other group
services and pave the example of a nyrse
or phannaclst providing nutrition
instruction under the diabatss seif.
management training heneflt,

Responss: We have reviewed the
payments for CPT codes 97802 and
87807 and agree with the commenter
that these two codes shouid havo the
same valugs. The sasentia) difference
between an initial and follow up
medical nuttition therapy service 45 the
time spent performing the service,
Initfal visits wili ba longer than fallow-
up visits and will likaly involve
Medicare paymant for more Incraments
of service. We will pay less for follow

up visits becguge they will typically
Wvolve fawer 15 minute incraments of
tirse thap an initial visit, The paymant
rate we arg astablishing in this final rule
for CPT code 67803 will be the sqime as
the groposed raie for CPT cods 97802,
We hava also changed the ayment rate
for CPT code 97804 assum ng that the
code will normalty be billed for 4 to 6
patisnts with the avarage of 5. Using the
revised values, the peymant rate for
group medieal nurition therapy would
approximats the kourly rate pald for
other medical nutrition therapy
services, (We notas that the RV unijts
between the proposed and final ryje
show some marginal changg becansg of
changes mads in the practica expensa
methodolegy that affect all physician fee
schedule services), We do nat agres
with the comament that “evaluation and
management services provided by
physicians do not receives the samie
discount.” B/M gervice aps not tims
based services and, as stated ahove, for
many ressony are Inappropriate
cofuparisons to medical nutrition
therapy service codes.

Comment: Many commonters stated
that co-payments mugt be structured so
that they are not barriers to the medical
Rutrition therapy benefit,

Response: Section 105(e) of the BIPA
modﬂfes aoction 1833(a)(1) of the Act to
add subparagraph (T) that fequires that
Medicare payment squal 80 percont of
the lesser of the ncrflg] charge for the
dervices or 85 percent of the amount
determined under physician foe
schedule, The statute raquirss the sams
cninsurance for medical nutrition
therapy services that applies to other
Part B services,

Comment: Commenters suggested that
initia] medica) nrwition therapy
sessions {or treatmant of diabetes or
renal diseage should be btlled undar
CPT code 87802 and subsaquent
tuedical nutrition therapy sesslons
should be billed under CPT code 97803,
New diagnoses due to 2 change in
medical condition or unanticipated
complications should be billed under
CPT code 97602 and subsequent
medical nutrition therapy sessions
should be billed under CPT code 97803,

flesponse: At the present time, we are
raquiring that mediea] nutrition therapy
be reported by wsing CPT codes g7802,
87803, and 97404, We will revisit aur
cading requirsments when we publish
the NCD for medical nuteition { erapy,
The NCD will st forth the structure of
the medical nutrition therapy benesfit in
detail. We will make a deefsion
concerning ereation or modification of
codoea and craation of modiffers for
reparting medical autrition therapy
once the NCD has been published. Lintil

the NCD is published, creation or
raodification of codes and ereation of
modifiers would be premature,
Therofore, wo ars requiring that the
initial individnal medical nuiritian
therapy visit be reported a5 CPT code
87802 and al] follow up visits (for
intervemtions and reassessmonts) for
individual medical nutrition therapy be
reported as CPT code §7893. Al %‘mu
madical nutrition therapy visits shoufd
be reported as CPT cods 87804 whethar
they are {nitial or follow up vigits.

&:nmenr Comumenters urgad us to
defing medioa] nutrition therapy
descriptors congistently, They stated
that the descriptors in Tabla & of the
proposed rule should agres with the
desgriptors in § 414,132,

Response: We sgras. We will make the
dsscriptors for medical nulrition
therapy conaistant with the
nemenclaturs in CPT and our

I ationg,
omment We recelved & comment

that recammended that we consider
including additional itams in the
practice expense faputs for medica)
dutrition therapy, The commentor
indicated that inputs should includs
steff costs far training on biliing
procedures, Health Insurance Portability
and Accountability Act training, sudst
éxpenses, and gther costs resulting from
Medicare policies and procodures. The
commanter indicated that expanges of
registared distitians in private practice
dilfar lttle from other practitionars,
Rasponse: There ars two major data
fources used in the practice axpanse
mathadology-~estimates of direct inputs
and aggregate practice expenss per hour
information from the AMA's
Sogloecanomic Monitaring Survey. At
this tims, we are using the practice
expenge per hour for all physicians to
oatabligh the practice expanse RVUs for
medica| nutrition tharapy. We are not
currently uging the estimates of direct
axpansas for medical nutrtion therapy
baceuse the services ara valued In the
no-wark pool. However, we are
researching alternatives to the no.wark
pool that would allow all go-work
sarvices to be priced under the top-
down mothodalogy. If we develap such
80 altornative, the estimates of diract
expenses will be important in
detapmining the RVUg for medisa)
nulrition tharapy. indirect expanses ars
based on physieian work and direct
inputs, We belleve that many of the
costs identiflad by this commenter are
indirect costs that would likely be
included in practice expenses reported
through the SMS survey. Since the
commaenter has suggested that practice
expenses for private practice registered
distitians differ little from other
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practitioners, we believe the average
practice expanse par hour for all
physicians ls sufficient to use in the
practice expense methodology.

Result of Bvaluation of Comments

The payment rate we are establishing
in this final rule for CPT code o7E03
will be the samo as the rate for CPT code
87502. We are alzo changing the
payment rate for CPT code 67804 using
the aasumption that the code will
normally be billed for 4 t0 6 pat{ents
with the avarage of 5. Using these
revised values, the payment rate for
group medical nutritton therapy will
approximate the hourly rate paid for
other medical nuuwition therapy
saIvices,

F. Telgheolth Services

Beginning October 1, 2001, the BIPA
amanded section 1834 of the Act o
specify that we pay a physician (as
defined in aection 1861(t) of the Act) or
a practitioner (described {n saction
1842(b(18}(C} of the Act) for telehealth
services that are furnished via a
telecommunications system 10 an
aligible talehealth individual,

he BIPA defined Medicare telehealth
services s profesaional consuliationg,
office or other putpatisnt visits, and
office psychintry aarvices identified as
of July 1, 2000, by CPT codes 90241
through 96278, 06201 through 89215,
$0804 through 90809 and 90862 (and a9
we may subssquently meodify) and any
sdditional service we spacify. The BIPA
definss ap eligible telehaalth tndividual
as an individual enrolled under Part B
who receives a telahsalth servicae
farnished at gn originating sfte.

Section 1834(m) of the Act, as added
by the BIFA, limited an originating site
1 a physician's or practitioner's office,
hesplital, eritical access hospital, rural
heslth clinic, or Federally qualified
health center. Additionally, the B[PA
specifiad that the originsting sits must
be located in one of the following
geographic areas:

o In an area that is designated as a
rural health professional shortage area
{HP3A) under section 3322)(1)(A) of the
Public Health Service Act.

« In & county that is not included in
a Matrapolitan Statistical Area (MSA),

Howaevar, an entity pavticipating in a
Fedaral telemedicine demonstration
project that has been approved by, or
rece{ves funding from s as of December
21, 2000 would not be required 10 he in
a rural HPSA or nan-MSA.

The BIPA also required that we pay a
physicien or practitioner Jocated at &
distant site that furnishes a telshealth
service o an eligible telehealth
beneficiary an amount equal tc the

amount that the:d:h sician or
practitioner would have been paid
under Medicare had the ssrvice been
furnished without the vse of a
telacommunications system,

This section also provided for a
facility fee payment for the lﬁ:rind
beginning QOctober 1, 2001 through
December 83, 2002, to the originating
site of $20. For each subsequant year,
the facility fos for the precoding yoer is
increased by the percentage inerease in
the MEI as defined in section 1842(1)(3)
of the Act, The BIPA alan amended
soction 1833(a}(1) of the Act to specify
thet the amount paid must be 80 pereant
of the lesser of the actual charge or the
amounts speclfied in new section
1B34(m){2) of the Act,

In order for us to have this bengfit
expansion implamented timaly, we have
used a program memoragdum, The
grogram memorandum was effective

ctaber 1, 2001. This final rule will be
affectivs Jannery 1, 2002.

The rule published on August 2, 2001
prnqosad to establish policies for
implementing the provisions of section
1834(m) of the Aet, as added by the
BIPA, that change Medicare payment for

telohealth aervices.

Wa proposed to revise § 410,78 to
s{)ecify that Medicare beneficiagles are
aligible for telehealth services only if
they receive sorvices from an originating
site located in efther a rurs] HPSA as
defined by section 332(a)i1}(A} of the
Public Health Services Actorina
county outside of 8 M3A as defined by
section 1886(d){2)(D) of the Act.

1. Definitions

Section 1834(rn){4)(T) of the Act,
which was added by the BIPA gnd
bocama effactive for scrvices beginning
October 1, 2001, definesd telehealth
gorvices a3 professional consultations,
office and other outpatiant visits,
individual psychotherapy,
phsirmacologic manageinent, and any
additional sarvice we apecify,
Additlonally, this provision identified
cavered service: by HCPCS codes
identified as of July 1, 2000, We
propaged fo revise §410.78 to
Implemens this coverage expansion to
include the following services (and
carresponding CPT godea):

* Consultations (codes 89241 through
09275},

¢+ Qifice and other outpatignt visits
(codes 88202 through 89215).

+ Individual psychatherapy (codas
90804 through 80808).

» Pharmacologic management (code
80862),

W2 salicited comments ragarding the
guidelines that we should uge to make
additions or deletions of services. We

also solicited comments about apecific
services that may be sgproprinte to be
coversd under the Medicare telehealth
benefit,

In this finel ruls, we are gpecifying at
§ 410.78 that, axcept for the use of stoce
and forward technolagy in the
demonstration pragrams conducted In
Alaska or Hawaii, an interactive
telecommunications system must be
used and the medical examination of
the patient must bg at the contro] of the
physician or practitioner at the distant
gite. We are defining interactive
telecommunications system as
multimedia communiocations equipment
that includes, at a minimum, audic end
video equipment pormitting two-way,
real-time {nteractive communicstion
betwsen the patient and physician or
practitionar at the distant site. We are
alsg gpecifying that telephones,
facsimile machines, and slectronic mail
gystems do not meet the definition of an
interactive telecommunications system.

A patiant nead not be present fora
Federal telemedicine damongtration
program conducted in Alaska or Hawaf,
Wao are specifying that for Federal
telamedicine demonstration programs
conducted ip Alaska or Hawali,
Medicare payment {s permittad for
telehealth whon asynchronous store and
forward technologies, in single or
multimadia formats, are weed as e
substitute for an interactive
telocommunications system.
Additionally, we are specifying that the
physieian or prectitioner at the distant
site muast be affiliated with the
demonstration program,

We are defining asynchronous, store
and forward technologies, as the
transmission of the patient’s medical
information from an originating site to
the physiclan or practitioner at the
distant site, The physician or
practitioner at the distant s{te can
raview the medical case without the
patlent being present. An asynchronous
telecommunications systam in single
media format does not include
telephone calls, images transmittad via
facsimile machines, and text roessagos
without visualization of the patient
(electron{c mail}, Photagraphs must be
specific to the patlent's medical
condition and adeguate for rendering or
conflirming & diagnosis or treatment
plan. Finally, we are defining the
originating site as the logation of an
s)igible telehealth individual at the timg
the service being farnished viaa
talecommunications systam accurs,

2, Conditions of Payment

The BIPA changed the telepressnter
requiraments. In eccordance with
section 16834(m)(2)(C) of the Act, n
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Provider Explanation of Benefits Page 3 of 3

PROVIDER NUMBER STATEMENT DATE TAX 1D Empfre @@

A NAME
;f’;'f;;l)[')lf‘OWN NUTRITION CARE 9203E 03/10/05 132845837 BurCross RS
SITE NUMBER CHECK NUMBER
100 0000026514400

Detail of Claims i

PATIENT ACCOUNT NUMBER

132171 g
/ Submitted Chargos
. Charyes _Mot-Aflowen-

CONTRACT TYPE j cLatituioer |
50610214700
PSUCODE

Allowsd
Amount

$300.00

PATIENT NAME

Service Pracedure Code: 9780 Datets)- L 05 - 02/25/05
Information . of Units; &
Payment Ailowed Amoynt . o - _ e )

ti ——— T T LA
Caloulation Copaymen[ \ / { ’- . e 0
: \ Mem for this Service: / $295,00

Total Patient Responsibility:
Total Payment for this Claim.

AUTHORZE DS IBNATIRE

DO NOT CASH, (3

THE FACE OF THIS DOGUMENT HAS A BLUE BAGKGROUND, IF NOT BLUE,

"O0eESILLOO® OB 4207500 20739004 L LG S
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REMITTANCE ADVICE " Pagetof2

yendor Name:  ROBERY L HOWARD TIN: 132845837
Vendor ID # mg- 923 Check Number: 28419702 01-12.2005
Member Name® ' Provider Name: GROSSANO, DEBRA
Membar I MEEER Provider ID: P2679923
Lot #: . Clalm #: 4357N16329

’1 q’}“m Amt m Wllbholll Ihdu:llblo ctur/cc-lns o :dda‘ ﬁg':ﬁ"'ﬂ{
12200 ED NUTRIT TX INIT 3:2-PT EA 16 300.00 268,80 m %0 5 288.80
AL A i <} 30000 ‘mﬁ 000 10.00 oot 288.80

\ BIIA\ Mu wuhhlld Dcdllcllbll Gopn}'/co Ins ﬁ P.’T;}_

Clatm Payment Summary N\, 30000 \ 268.80 l zo oo 288.80

Check Summary
TotalPald ........ 258.80
Check Date. ....... January 12, 2005
PaidTo........... ROBERT L HOWARD
Check Numbet. . . .. 28419702 \

é )( f‘/‘/ érO
r:n,@o@‘fh.w

T~ s r

|
V]

CA TTENTION. THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIOUS MA TTER@

Oxford Health Plans (NY), Inc. -

DRTACH HERR Please see jast, P“g"- for APPB!'»'JS R‘Shts L et e v . . DETACHHERE

Ogtfgmfgjieﬂlth Plans, [NY ), Inc. Chase Manhattan Bank Delaware 62-26 28419702
W 7@ Maifst., Frismbull, CT 06611 Wilmington, DE, 19801 311
- [ ]

January 12, 2005
PAY:

M*Wﬂdffﬂ'fwmmﬁt 5911.!“&& and 8¢ c_qnt,-kt,iitittti-tt*itiiiitti}tiittt*!lvlvttt‘ 253.8‘0

.*'

nnttﬁ*tﬁﬂg gTO*"3 DIGIF 100

N 038 0

BQBERT k. ﬁ;f;q 414 ./

NQVWN;! 10018:2401 /7{
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REMITTANCE ADVICE

Page 1 of 2

Az-z\oos\

Yendor Name: R T ITFerEARD TIN: 132845837
Vendor D #: P2845837-P442628 Check Number: 28582141

Membar Narxfe: Provider Name: GOLDFARB, BETH

Provider [D: P2586860
lalm #: 5022N17157
Max |Withheid Deductibis Cepay/Co-ins Ad)
QY filled Amt Amt Amt Amt T % ool
2 100.00 80,64 15.00

10000 / po.54 0.00 15.00

\ Bilted Amt / gl:L WIthold Daduclible c.par/ﬂo:;;
60.64

COB Payment
Amt
Claim Payment Summary N | 1e0.00 15.00 o564
Check Summary
Total Paid ........ 65.64
Check Date........ February 12, 2005
PaidTe........... ROBERT L HOWARD
Check Number. . ... 28582141
1 .

‘. >, 32 |
of A x A7 :
Likem 77 le nn) |7

oy Ve Ve Ve
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CA TTENTION: THIS MAILING MAY CONTAIN DOCUMENTATION ON VARIO US MA TTERS)

— " Uxford Health Plans (NY) In¢™

DETACH HERS ) Please see last page for Appeals Ri
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GROUR NEATHOINE BRPORATED

-y CHECK NUMBER

B, HOA 214 Lo . .
REw YORKIN v 10}16-26%4  © .
- e s "% PAY 10 THE QROER OF v
PRI . )
Y
T MIDTOWN NUTRITION CARE
P 119 WEST S7TH ST.
AP | STE 1414
‘ o NEW YORK , NY 10019-2401
| L
AU s
F
R L Ik TEC SOV A i T IR S R SR AP SAPNIRY T P AP
" GROUP HEA Ik WE DRPORATED P& BOX 2814, NEW YORK N v RALELIEY DETACH BEFORE CASHING EXPLANATION OF BENEFITS CHECK NUMBER

Check Datg: 08/13/04 9582195
Provider: GOLDFARB BETH R RD

The information below Eummarizes GHI'

5 claim settlement(s) for the service(s) and
patient(s) listed.

Subscriber(s)/ Certificate(s)/ IClaim Acct No(s)/
Service(s), -

Servicg,}&te{-gz umber(s)/ atient(s) |[submitted applied ; Payment(s) |Note(s

Charge(s) COPaymenf.(s} Benefit

!

f
PHYSICIAN EDUCAT SVC !

07,31/04 EMCE171966 | $50.00 $15.00 $20.00
PHYSICEAN EDUCAT SVC 07/31/04 EMC6171966 |NEAL 50.00 15.00 20.00
HYSICIAN KDUCAT SVC 07/31/04 EMC6171966 NEAL 50.00 15.0b 20.00
NYSICIAN EDUCAT SV 07/31/04 EMCG171366 (NEAL 50.00 15.00 20.00 ‘

/
¢ freer®
) iﬂﬂ{-vs,(—l /W
e et AT Basio Allowance
! QC <0 7 Co-payment
()t"{ I; 2 fﬂé 1S Payment To You
T P
v*‘vﬁ 7 & 7(\41;‘_0 F
CT T )
Note(s): s '

To report suspected fraud, call GHI's Fraud Hotline at 1-888-4-KO~FRAUD
(1-888-456-3728) or e-mail kofraud@ghi.com

Sxtir,7 g ‘
(PARAGCSE S ofF <

8099870-99
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Group

A steady pulse of excellence.
September 26, 2005

BY OVERNIGHT DELIVERY

Mark McClellan, M.D., Ph.D.

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

Aftention. CMS-1502-P

Mail Stop C4-26-05

Baltimore, MD 21244-8150

Re: Comments on 2006 Physician Fee Schedule Proposed Rule (CMS-1502-P)
Dear Dr. McClellan:

On behalf of the 24 cardiologists at The Heart Group and our 100,000 patients in Akron Ohig, | am
writing to you to express my strong concerns with the proposed payment rates under the physician fee
schedule for certain codes for First Pass imaging services — Current Procedural Terminology (CPT) codes
78481 and 78483. With the proposed change in practice expense methodology, | understand that when the
change is fully implemented, the practice expensive values for these codes will decrease by as much as 60%.
We understand that much of this decrease is the result of the data the Centers for Medicare and Medicaid
Services (CMS) will use to set the rates, which reflect that there are no equipment costs for these services.
We use these codes at The Heart Group and | know that equipment is used in furnishing the services billed
under 78481 and 78483 because | incur the cost of the dedicated camera used to conduct the First Pass
imaging service. | urge CMS to consider the equipment costs when determining the practice expense relative
value units {RVUs) used to set the 2006 payment rates for these codes.

We have found that First Pass imaging adds additional diagnostic information on the function of the
heart at peak stress which adds incrementally to the SPECT data. Furthermore, the RV function derived
from First Pass imaging allows for a more complete assessment of overall cardiac function. We believe the
First Pass image data; which requires additional equipment, processing time and interpretation, is a distinct
and beneficial service to our patients. The additional First Pass data, combined with SPECT reduces the
number tests with equivocal or sub-diagnostic resuits obtained with SPECT alone. Also, these images are
obtained without the administration of additional isotope to the patient or increased patient acquisition time.
Therefore, the additional data from First Pass is obtained without further risk or inconvenience to the patient.

The First Pass camera is a separate and distinct expense from our SPECT camera with distinct
acquisition investment, maintenance fees and staff training required. The Heart Group lease for the First
Pass camera is with the CDL corporation and our SPECT camera is leased for an additional expense from
the Digirad corporation. The First Pass report is read and interpreted distinct from the SPECT imaging report
and the two independent report resuits are then considered by the cardiologist for a complete picture of
cardiac function. We aiso incur distinct digital storage expenses for the First Pass image data.

As you can see, there are, in fact, equipment costs that The Heart Group incur when performing First
Pass imaging tests. It is surprising that the data you are using to set the payment rates for these codes
contain no costs for equipment. | respectfully ask the agency to fix this when finalizing the 2006 payment
rates. Current reimbursement for First Pass is not sufficient to sustain the investment in equipment and
staffing. Consequently, any further reduction will require discontinuation of this service with resuitant
deterioration of the quality of care to our patients. The quality provided with First Pass imaging, in
combination with traditional SPECT imaging, cannot be replaced by other imaging modalities.

95 Arch Strest, STE 350, Akron OH 44304, Phone: (330) 255-3405, Emall: rdavenport @heartgroupohio.com
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For these reasons, | ask that CMS reassess the equipment costs for CPT codes 78481 and 78483,
At the very least, CMS can use the equipment costs for other codes, such as 78465, to quantify the
equipment costs used in these procedures and to then compute the 2006 payment rates for the codes
utilizing this information.

Thank you for your consideration of this matter. | look forward to a favorable resolution to the
payment rates in the final rule. If you have questions, please do not hesitate to contact me at 330-255-3405.

Richard W. Davenport CMPE
Chief Administrative Officer
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September 23, 2005

Mark McClellan, MD, PhD

Administrator

Centers for Medicare & Medicaid Services,
Department of Health and Human Services,
Attention: CMS-1502-P

PO Box 8017

Baltimore, MD 21244-8017

Re: Medicare Program; Revisions to Payment Policies under the Physician Fee
Schedule for Calendar Year 2006

Dear Dr. McClellan;

On behalf of the American Academy of Otolaryngology—Head and Neck
Surgery (AAO-HNS), I am pleased to submit the following comments on the
proposed rule, published in the Federal Register on August 5, 2005, relating to
revised payment policies under the physician fee schedule for Calendar Year
2006. Our comments focus on the proposed revisions to the practice expense
(PE) methodology and the negative update factor for the physician fee schedule,
including problems with the calculation of the Sustainable Growth Rate (SGR).

Practice Expense (PE) Proposals for CY 2006

AAO-HNS recommends a delay in the implementation of the practice expense
proposal in 2006 until additional information about the methodology is provided,
appropriate practice expense surveys are conducted and appropriate payments for
services in the non-physician work pool (e.g., audiology) are established. Our
comments on specific proposals are provided below.

1. Supplemental PE Surveys

In accordance with section 212 of the BBRA, CMS established criteria to
evaluate survey data collected by organizations to supplement the SMS survey
data normally used in the calculation of the PE component of the PFS. To
continue to ensure the maximum opportunity for specialties to submit
supplemental PE data, CMS extended until 2005 the period that they would
accept survey data that meet the criteria set forth in the November 2000 PFS final
rule.

For the current 2005 fee schedule, CMS received surveys from the American
College of Cardiology (ACC), the American College of Radiology (ACR), and
the American Society for Therapeutic Radiation Oncology (ASTRO). At the
request of ACC and the ACR, CMS deferred using their data until issues related
to the nonphysician work pool could be addressed. The ASTRO survey was
rejected for failure to meet data precision requirements.
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For 2006, CMS proposes to use the previously submitted ACC, ACR and ASTRO survey
data in the calculation of PE RVUs. For 2006, also CMS proposes to use surveys from
the Association of Freestanding Radiation Oncology Centers (AFROC), the American
Urological Association (AUA), the American Academy of Dermatology Association
(AADA), the Joint Council of Allergy, Asthma, and Immunology (JCAALI), and a joint
survey from the American Gastroenterological Association (AGA), the American Society
of Gastrointestinal Endoscopy (ASGE) and the American College of Gastroenterology
(ACQG).

The following table compares the PE/HR figures that were in place at the time the
resource based practice expense methodology was implemented in 1999 to the proposed
PE/HR figures listed in a September 1, 2005 Federal Register correction notice.

[Speciaity nitial PEFHR Proposed roposed ercent
(1999) PE/HR E/HR Change
(Initial) (Corrected)
Radiology [$58.2 [$96.30 $136.70 135%
Cardiology 1$82.9 $156.30 184.30 122%
Radiation Oncology [$58.2 1$128.30 15138.00 137%
Urology $94.6 $121.70 1$163.20 73%
Dermatology $115.0 15152.10 $212.50 85%
Allergy/Immunology  $126.4 1$179.60 $233.70 85%
Gastroenterology  [$56.6 $85.00 $133.20 135%

This table shows the dramatic changes in PE/HR that have been associated with recent
supplemental surveys. In addition to these surveys, we note that for the 2004 fee
schedule, CMS increased the PE/HR for hematology/oncology - that had been $93.4 in
1999 - to $189.0. PE/HR figures in excess of $200/HR are so much higher than other
specialty’s that they raise questions about the validity of the results. Given the
importance of these data in the calculation of practice expense RVUs, we believe CMS
should consider referring all survey results to the RUC/PEAC for peer-review,

In the proposed rule, CMS explicitly states that they are not proposing to extend the
deadline for submitting supplemental survey data at this time. However, they invite
comment on the most appropriate way to ensure the PE/HR figures are accurate and
consistent across specialties.

AAO-HNS is deeply concerned that the PE/HR figures that are proposed for use in 2006
will create a two-tiered system with specialties that have recently submitted supplemental
surveys having PE/HR figures that are significantly higher than all other specialties. As
such, we view the proposed system as inequitable with a high probability that significant
distortions in the relativity of practice expense payments across specialties will be
created.

We note that our concerns are shared by the CMS contractor responsible for evaluating
the supplemental survey data. In its June 8, 2005 report titled “Recommendations
Regarding Supplemental Practice Expense Data Submitted for 2006, the Lewin Group
stated:
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“As we discuss elsewhere in this paper, the increase in total practice expense per hour
value for urology is consistent with increases observed in other supplemental practice
expense data. This suggests a broad trend in rising physician practice expenses and
suggests the need for a multi-specialty practice expense survey, similar to the AMA’s
SMS survey.” (page 10)

“The increase in total practice expense per hour value for allergy and immunology is
consistent with increases for other supplemental practice expense data. This may suggest
a secular trend in rising physician practice expenses and the need for a multi-specialty
practice expense survey, similar to the AMA’s SMS survey so that all specialty groups
can be equally compared.” (page 31)

We urge a delay in the implementation of the proposed PE/HR figures until such time as
a multi-specialty practice expense survey, similar to the AMA’s SMS survey, can be
conducted. We acknowledge that a broad multi-specialty survey could be expensive. We
suggest that CMS explore the possibility of sharing the cost with all the specialties
affected by the practice expense methodology. Alternatively, the necessary funds could
be obtained through a reallocation of the demonstration funds associated with the
oncology demonstration project that pays physicians who administer chemotherapy in
their office an additional $130 per encounter to assess selected patient comfort factors
(nausea and/or vomiting; pain; and fatigue). We note that this $130 payment exceeds the
payment made for a level 3 office consultation (CPT code 99243).

Based on information in the 2005 final rule published on November 15, 2004, we
estimate the cost of this demonstration in 2005 to be more than $260 million. We
question the value of the data that is being collected and the appropriateness of targeting
additional funds to a single specialty. Much more useful information could be obtained
from a multi-specialty survey of practice expenses. For the physician fee schedule to be
widely accepted, it is essential that it be widely viewed as fair and equitable. An
important step toward assuring fairness and equity would be to conduct a uniform survey
of practice expenses of all specialties that are paid under the physician fee schedule.

At a minimum, CMS must re-open the process for submitting supplemental surveys so
that other specialties can determine the extent to which their practice expenses have
changed since 1999. Clearly, this option is not preferred since it disadvantages those
smaller specialties for which the cost of an appropriately conducted survey is simply
prohibitive.

2. Revisions to the PE Methodology

Consistent with the agency’s goals of using the most appropriate data, simplifying the
methodology, and increasing the stability of the payment system, CMS also proposes to:

use a bottom-up methodology to calculate direct PE costs;

+ eliminate the nonphysician work pool;

s  utilize the current indirect PE RVUs, except for those services affected by the
accepted supplementary survey data; and,

s transition the resulting revised PE RVUs over a four-year period.
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The proposed rule includes a very detailed description of the current “top-down”
methodology but a very sketchy description of the proposed methodology. Although
CMS describes the new methodology as “simple” we find it quite difficult to understand.
Before the new methodology is implemented, we believe it is incumbent on CMS to
provide sufficient details so that the medical community can understand the system and
provide the agency meaningful and constructive comments. This cannot be done in the
short period of time between now and January 1, 2006. Therefore, we recommend that
CMS withdraw the proposal for this year and re-publish it in the future in a Federal
Register notice that includes a description of the methodology that is at least as detailed
as the description of the current methodology provided in this proposed rule.

In this proposed rule, CMS also identifies several outstanding issues that need further
consideration. For example, CMS is proposing to exempt certain services from the
calculation of PE RVUs under the proposed methodology and to use the current RVUs in
their place. These services include audiology, medical nutrition therapy, ESRD visit
codes and the new drug administration codes. CMS notes that the proposed transition
period would give them the opportunity to work with the affected specialties to collect
the needed survey or other data or to determine whether further revisions to the PE
methodology are needed.

We appreciate the opportunity to offer comments on this issue since audiology services
are an important component of many of our members’ practices. However, we are
opposed to the approach proposed by CMS. We do not believe the transition period
should be used to identify a solution to the problems associated with these services.
Rather, we believe CMS should work with AAO-HNS and other affected physician
specialty societies to develop and evaluate appropriate changes to the methodology
before the methodology is put into effect. As noted earlier, an important step would be
the collection of practice expense data by CMS across all specialties. Alternatively, CMS
should re-open the process for submitting supplemental surveys so that AAQ-HNS and
other specialties can determine the extent to which their practice expenses have changed
since 1999. In any event, the recent supplemental practice expense surveys shouid not be
incorporated into the methodology until all other specialties have either conducted a
survey or stated that they so not wish to do so.

Sustainable Growth Rate (SGR)

Updates to Medicare physician payments are made each year based on a statutory
formula established in section 1848(d) of the Social Security Act. The calculation of the
Medicare physician fee schedule update utilizes a comparison between target spending
for Medicare physicians’ services and actual spending. The update is based on both
cumulative comparisons of target and actual spending from 1996 to the current year,
known as the Sustainable Growth Rate (SGR), as well as year-to-year changes in target
and actual spending. The use of SGR targets is intended to control the growth in
aggregate Medicare expenditures for physicians' services. In the proposed rule, CMS
projects a negative 4.3 percent update to physician payment rates for 2006.
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Flaws in the SGR formula led to a 5.4% payment cut in 2002, and additional cuts in 2003
through 2005 were averted only after Congress intervened. The Medicare Trustees
project that physicians and other health professionals face steep pay cuts (about 26%)
from 2006 through 2011. If these cuts begin, on January 1, 2006, average physician
payment rates will be less in 2006 than they were in 2001, despite substantial practice
cost inflation. These reductions are not cuts in the rate of increase, but are actual cuts in
the amount paid for each service. Our members simply cannot absorb these severe
payment cuts and, unless CMS or Congress acts, some of them may be forced to avoid,
discontinue or limit the provision of services to Medicare patients.

The American Medical Association (AMA) has identified administrative steps that CMS
should take that would significantly reduce the costs associated with a permanent
legislative fix to the Sustainable Growth Rate (SGR) formula. We support the AMA’s
efforts to persuade CMS of the appropriateness and necessity of the administrative
actions that are described below.

1. CMS must remove Medicare-covered, physician-administered drugs and biologics

from the physician payment formula, retroactive to 1996.

When CMS calculates actual Medicare spending on “physicians’ services,” it includes the
costs of Medicare-covered prescription drugs administered in physicians’ offices. CMS
has excluded drugs from “physicians’ services” for purposes of administering other
Medicare physician payment provisions. Thus, removing drugs from the definition of
“physicians’ services” for purposes of calculating the SGR is a consistent reading of the
Medicare statute. Further, drugs are not paid under the Medicare physician fee schedule,
and it is illogical to include them in calculating the SGR.

2. CMS must_ensure that government-induced increases in spending on physicians’

services are accurately reflected in the SGR target

The Federal government encourages greater use of physician services through legislative
actions, as well as a host of other regulatory decisions. These initiatives clearly are good
for patients and, in theory, their impact on physician spending is recognized in the SGR
target. In practice, however, many have either been ignored or undercounted in the
target. Since the SGR is a cumulative system, erroneous estimates compound each year
and create further deficits in Medicare spending on physicians’ services.

As a result of implementing a new Medicare benefit (e.g., preventive services and
screening services) or expanding access to existing Medicare services, Medicare
spending on physicians’ services will increase. Such increased spending will occur due
to the fact that new or increased benefits will trigger physician office visits, which, in
turn, may trigger an array of other medically necessary services, including laboratory
tests, to monitor or treat chronic conditions that might have otherwise gone undetected
and untreated, including surgery for acute conditions. This increased spending should be
factored into the calculation of the SGR so that physicians are not penalized for providing
these important services.
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CMS should also seek to identify other spending increases attributable to quality
improvement programs and ensure that they, too, are reflected in the SGR law and
regulation factor. For example, Medicare’s Quality Improvement Organizations (QIO)
have encouraged physicians to determine the left ventricular function of all patients with
congestive heart failure, measured using a nuclear medicine test or an echocardiogram.

3. CMS must ensure that the SGR fully reflects the impact on physician spending due
to national coverage decisions

When establishing the SGR spending target for physicians’ services, the law requires that
impact on spending, due to changes in laws and regulations, be taken into account. The
AMA believes that any changes in national Medicare coverage policy that are adopted by
CMS pursuant to a formal or informal rulemaking, such as Program Memorandums or
national coverage decisions, constitute a regulatory change as contemplated by the SGR
law, and must also be taken into account for purposes of the spending target.

CMS has expanded covered benefits through the adoption of more than 80 national
coverage decisions (NCDs), including implantable cardioverter defibrillators, diagnostic
tests and chemotherapy for cancer patients, carotid artery stents, cochlear implants, PET
scans, and macular degeneration treatment. While every NCD does not significantly
increase Medicare spending, taken together, even those with marginal impact contribute
to rising utilization.

AAQ-HNS strongly supports Medicare beneficiary access to these important services.
However, physicians should not have to finance the costs resulting from the attendant
increased utilization. Accordingly, CMS should ensure that the impact on utilization and
spending resulting from all national coverage decisions is taken into account for purposes
of the SGR spending target.

Conclusion

Our major concerns relate to the proposed practice expense proposals for 2006 and the
proposed reduction in the conversion factor for 2006. We have recommended a delay in
the implementation of the proposed practice expense changes and provided specific
recommendations for changes in the SGR methodology.

The American Academy of Otolaryngology—Head and Neck Surgery appreciates the
opportunity to provide these comments and recommendations on behalf of behalf of our
members. We trust you will find our comments compelling and that necessary and
appropriate changes will be made in the final rule. If you require further information,
please contact Linda Taliaferro, MHCM, Director of Socioeconomic Affairs at (703)

684-4286 or Ltaliaferro@entnet.org.

Sincerely,

David R. Nielsen, MD

Executive Vice President and CEQ
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Center for Medicare and Medicaid Services
Department of Health and Human Services
Attn; CMS-1502-P

PO Box 8017

Baltimore MD 21244-8017

File Code: CMS-1502-P
Issue identifier: TEACHING ANESTHESIOLOGISTS

As a teaching anesthesiologist in an accredited university residency program and assigned to
oversee our day to day business office, | am concerned about the lack of a correction in the
discriminatory policy of paying teaching anesthesiologists only 50% of the fee for each of two
concurrent resident cases. The gap between reimbursement in the private sector and university
setting is widening and creating a situation in which it is becoming impossible to attract
anesthesiologists into the academic setting. This will not allow the continued flow of qualiﬁéd
anesthesiologists to take care of Medicare patients and educate qualified residents for quality
anesthesia care in the future. You have invited comments suggesting improvements to the
current policy “that would allow it to be more flexible for teaching anesthesia programs”. The
proposed rule acknowledges that revisions are necessary.

1. The current Medicare teaching anesthesiologist payment rule is unwise, unfair and
unsustainable.

2. Quality medical care, patient safety and an increasingly elderly Medicare population
demand that the United States have a stable and growing pool of physicians trained in
anesthesiology.

3. Right now, slots in anesthesiology residency programs are going unfilled because of ill-
conceived Medicare policy that shortchanges teaching programs, withholding 50% of their

funds for concurrent cases.

4. Anesthesiology teaching programs, caught in the snare of this trap, are suffering severe
economic losses that cannot be absorbed elsewhere.

5. The CMS anesthesiology teaching rule must be changed to allow academic departments



to cover their costs.

6. Academic research in anesthesiology is also drying up as department budgets
are broken by this arbitrary Medicare payment reduction.

7. Medicare must recognize the unique delivery of anesthesiology care and pay Medicare
teaching anesthesiologists on par with their surgical colleagues.

8. A surgeon may supervise residents in two overlapping operations and collect 100% of the
fee for each case from Medicare. An internist may supervise residents in four overlapping
outpatient visits and collect 100% of the fee for each when certain requirements are met. A

teaching anesthesiologist will only collect 50% of the Medicare fee if he or she supervises
residents in two overlapping cases.

9. The Medicare anesthesia conversion factor is less than 40% of prevailing commercial rates.
Revenue is grossly inadequate to sustain the service, teaching and research missions of
academic anesthesia programs.

Thank you for your attention to this matter. Training residents by qualified teaching attending

anesthesiologist is the only way to insure the continued level of medical care for Medicare patients.

Sincerely, /{,
Dr. Stephen K. Patteson, MD

1905 Hickory Glen Rd

Knoxville, TN 37932
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Innovative healthcare with a human touch

September 22, 2005

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: CMS-1502-P
To Whom It May Concern:

On August 3, 2005, Centers for Medicare & Medicaid Services ("CMS") unveiled its
physician payment rules for 2006 and proposed moving two California counties
(Santa Cruz and Sonoma) out of Payment Area 99, "Rest of California," at the cost
of reducing reimbursement to the remaining Area 99 counties, including those
already adversely impacted by averaging with lower-cost counties. Monterey
County would continue to reside in Area 99 and the proposed rule would result in
an additional 0.4% cut in physician reimbursement for Monterey County
physicians.

Community Hospital of the Monterey Peninsula, representing more than 2100
employees and in excess of 300 active, practicing physicians on our medical staff,
objects to the proposed rule because it fails to correct proven inadequacies in
physician reimbursement to all counties in Area 99 that exceed a 5% threshold (the
so-called "1056% Rule") over the national 1.000 average. Specifically, by extracting
Santa Cruz and Sonoma counties from Area 99, CMS is exacerbating '
reimbursement deficiencies for the California counties of Monterey, San Diego,
Sacramento, Santa Barbara, and El Dorado.

Is there a more equitable solution? Yes.
Community Hospital of the Monterey Peninsula supports the proposal drafted by
the California Medical Association for and at the recommendation of CMS. The

proposal included a formula to determine which counties qualified for their own
payment regions. . S

Post Office Box HH, Monterey, California 93942-1085 = (831) 624-3311



In 1996 CMS began an attempt to decrease the number of payment localities for
Medicare Part B providers. In determining which counties belonged where, CMS
determined that a 5% or greater differential in practice costs from other California
counties qualify an individual county for its own payment region. Given that
Monterey County has one of the highest costs of living (and, indeed, practice costs)
in the country, it is unfathomable why Monterey County would not qualify for its
own payment region. For the past several years, as practice costs in Monterey
County have increased at the same rate as those in San Francisco County,
physicians have become more and more disillusioned with the Medicare system. It
is indeed a sad state when many physicians practicing in our community have had
to make the regrettable decision to stop seeing Medicare patients.

Hopes were high when the California Medical Association was able to secure
consensus on a formula that would allow, with CMS's regular updates, for counties
demonstrating 5% or greater differential from the "rest of California” to be removed
into their own payment locality with the offsetting financial burden being spread
throughout the entire state. Unfortunately, this rational and equitable solution is
not reflected in CMS-1502-P.

In summary, Community Hospital of the Monterey Peninsula supports the
California Medical Association's recommendation that Congressman Thomas and
CMS work together to devise a nationwide fix to the GPCI problem. The current
proposed rule (CMS-1502-P) to extract Santa Cruz and Sonoma counties from
California's Area 99 is not, in our opinion, a viable step toward that goal. As one of
the leading hospitals in our region, we cannot afford to lose any more physicians to
continued inequitable cuts in Medicare reimbursement.

Respectfully,

COMMUNITY HOSPITAL OF
THE MONTEREY PENINSULA

Bl wo

Steven Packer, M. D.
President/CEQ

cc: The Honorable Sam Farr
Dr. Scott H. Schneiderman
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BY OVERNIGHT DELIVERY

Mark McClellan, M.D., Ph.D.

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

Attention: CMS-1502-P

Mail Stop C4-26-05

Baltimore, MD 21244-8150

Re: Comments on 2006 Physician Fee Schedule Proposed
Rule (CMS-1502-P)

Dear Dr. McClellan:

As a physician, [ am writing to you to express my strong concerns with the
proposed payment rates under the physician fee schedule for certain
codes for First Pass imaging services — Current Procedural Terminology
(CPT)codes 78481 and 78483. With the proposed change in practice
expense methodology, I understand that when the change is fully
implemented, the practice expense values for these codes will decrease
by as much as 60%. I also understand that much of this decrease is the
result of the data the Centers for Medicare and Medicaid Services (CMS)
will use to set the rates, which reflect that there are no equipment costs
for these services.

1 use these codes in my practice and I know that additional equipment is
used in furnishing the services billed under 78481 and 78483 because |
incur the cost of the dedicated camera used to conduct the First Pass
imaging service. I urge CMS to consider the equipment costs when
determining the practice expense relative value units (RVUs) used to sct
the 2006 payment rates for these codes. '

Austin Heart is a 41 physician single specialty cardiology group associated
with the Heart Hospital of Austin. The practice services central Texas in a
80 mile radius from the city of Austin. We have a fully integrated EMR
system, in office QA and peer review procedures, research department and
we are the only private practice group in the state that is an independent
accredited provider of CME. This year will have over 120,000 patient
encounters, Our ability to offer first pass imaging is important in
delivering quality patient care.
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We evaluated a first pass system prior to its implementation. The
physicians read the perfusion studies and noted whether the first pass
information added independent clinical value. They identified many cases
in which the perfusion imaging suggested a mild amount of disease, but
the first pass independently identified those patients as being at high risk.
Subsequent cardiac catheterizations confirmed the first pass data. In
addition, the first pass was helpful in clarifying mildly positive perfusion
studies as in fact being low risk, and thus obviated the need for further
testing. '

We are currently performing close to 9,000 nuclear studies per year and
have found the first pass system is adding significant clinical
information and it is done with no additional risk to the patient. It does
come with incremental cost as it is a separate camera system, requires
separate processing and analysis and of course has to be maintained.

This clinical procedure has been a major advance in the perfusion studies
as it combines the best of two possible situations. We now can assess

the perfusion of the myocardium, as well as the peak exercise ejection
fraction. This combination of data will lead to more accurate diagnosis,
improved patient care and lower overall costs as we will define the patients
at increased risk more selectively. At the proposed reimbursement, it
would be impossible to continue to provide this service.

For these reasons, | ask that CMS reassess the equipment costs for CPT
codes 78481 and 78483. At the very least, CMS can use the equipment
costs for other codes, such as 78465, to quantify the equipment costs used
in these procedures and to then compute the 2006 payment rates for the
codes utilizing this information.

Thank you for your consideration of this matter. I look forward to a
favorable resolution to the payment rates in the final rule. If you have
questions, please do not hesitate to contact me at 512-206-3662.

Sincerely, M

Matt Phillips, M.D.
President
Austin Heart, PA
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Mark McClellan, M.D., Ph.D.

Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Afttn: CMS-1502-P/TEACHING ANESTHESIOLOGISTS
P.O. Box 8017

Baltimore, MD 21244-8017

Dear Dr. McClellan:

I am writing as an Academic Anesthesiologist at the H. Lee Moffitt Cancer Center
in Tampa, Florida to urge the Centers for Medicare and Medicaid Services (CMS)
to change the Medicare anesthesiology teaching payment policy.

Qur institution, trains both Anesthesiology Residents and Certified Registered
Nurse Anesthetist (CRNA) students and we therefore are fully aware of the
economic impact of Medicare’s discriminatory payment arrangement. It applics
only to anesthesiology teaching programs, and has had a senous detninientai
impact on the ability of our anesthesiology residency program to retain skilled
faculty and to train the new anesthesiologists necessary to help alleviate the
widely-acknowledged shortage of anesthesia providers -- a shortage that will be
exacerbated in coming years by the aging of the baby boom generation and their
need for surgical services.

The proposed policy revision will not affect in any way the education of Certified

Registered Nurse Anesthetist (CRNA) students or the number of CRNA students

trained at our institution.

Under current Medicare regulations, teaching surgeons and even internists are
permitted to work with residents on overlapping cases and receive full payment so
long as the teacher is present for critical or key portions of the procedure.
Teaching surgeons may bill Medicare for full reimbursement for each of the two
procedures in which he or she is involved. An internist may supervise residents in
four overlapping office visits and collect 100% of the fee when certain
requirements are met.

Teaching anesthesiologists are also permitted to work with residents on
overlapping cases so long as they are present for critical or key portions of the
procedure. However, unike teaching surgeons and internists, since 1995 the

12902 Magnolia Drive
Tampa, Florida 33612-9497

(813) 972-HOPE
(813) 972-4673
FAX: (813) 972-8495




teaching anesthesiologists who work with residents on overlapping cases face a
discriminatory payment penalty for each case. The Medicare payment for each
case is reduced 50%. This penalty is not fair, and it is not reasonable.

Correcting this inequity will go a long way toward assuring the application of
Medicare’s teaching payment rules consistently across medical specialties and
toward assuring that anesthesiology teaching is reimbursed on par with other
teaching physicians.

Please end the anesthesiology teaching payment penalty.

Sincerely yours,
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Date: September 20, 2005

Centers for Medicare & Medicaid Services (CMS)
Department of Health and Human Services
Attention: CMS-1502-P

P.O. Box 8017

Baltimore MD 21244-8017

Re:  File Code CMS1502-P
Issue Identifier: GPCT’s / Payment Localities

Dear CMS Staff:

I am writing to strongly support the proposed revision to physician payment localities in
California that you published earlier this month. I hope that you adopt this rule as final in
November. As an employee of Dominican Hospital, I am very concerned that as our physicians
age and retire, we as a community are able to attract new physicians to take their place. I have
followed the issues surrounding the inclusion of Santa Cruz County within Locality 99 for
California and welcome the opportunity to support your proposed solution to the current
inequitable payment policy. Ibelieve adoption of your proposed rule will go a long way to
ensuring ongoing access to high quality care for community residents.

As you know, physicians in Santa Cruz receive reimbursement at levels 25% less than physicians
in two of our neighboring counties. Current payments are about 10% less than they should be,
given the county’s current GAF. They do not reflect the high cost of practice in our community.
You are to be commended for proposing a rule that would address this problem for physicians in

Santa Cruz and Sonoma Counties, the two most problematic counties in California. I believe this
to be fair and appropriate. Thank you for considering my comments.

Sincerely, M 72/1( @‘%/LML” CL S'

Name: Saralee McCormick
Address: 145 Seaborg Place

Santa Cruz, CA 95060
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Steven |. Goldstein Strong Memorial Hospital
General Director and Chief Executive Officer

September 16, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-p

PO Box 8017

Baltimore, MD 21244-8017

Re: CMS-1502-P TEACHING ANESTHESIOLOGISTS

Dear Sir'/Madame,

As the CEO of Strong Memorial Hospital at the Umversity of Rochester in New York, 1
am writing to request your support of the changes required in the present CMS Medicare
Fee Schedule related specifically to TEACHING ANESTHESIOLOGISTS who provide
the educational training as models for professional development of young doctors seeking
to become academic and private practice anesthesiologists.

- We presently have 50 residents in anesthesiology training at the University of Rochester,
being trained by 42 academic teaching anesthesiologists within the Department of
Anesthesiology. At Strong Memorial Hospital we have experienced a 27% growth in
surgical volume during the past 4 years, that includes an increasingly aged, acutely ill,
and complex number of patients. We have become the only Level 1 Trauma unit in this
region. This past year we provided over 27,000 anesthetics. Our commercial reimburse-
ment rates based on productivity per faculty member are some of the lowest in the
country making recruitment and retention within the academic milieu a continuously
challenging process. Recruitment of recent graduates or experienced anesthesiologists
into an academic center is a continuous problem, particularly as recent graduates now
have educational debt levels of $100,000 -300,000, for which private practice offers a
considerably higher compensation. Permitting equality in the Medicare Fee Schedule
with their surgical colleagues with respect to full payment for each of two patients
concurrently cared for following CMS regulations, will substantially augment our ability

- to provide the academic environment that is needed for the future.

University of Rochester Medical Center
601 Elmwood Avenue, Box 612 » Rochester, New York 14642 » Phone: 585-275-2644
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Page Two

Redressing the unequal reimbursement for similar care provided by surgeons and
anesthesiologists will provide a significant component of the resources required to
develop the quality of academic anesthesiology required for the US to advance in this
vital field for which most US citizens can expect to undergo surgery at some time during
their life. The recognition of the focus on safety and the critical role that anesthesiologists
play in allowing interventional and surgical procedures to occur without memory or pain
is a fundamental mantra in training anesthesiologists. The combination of education,
research, and dedicated models in the field is required for the future.

1 urge those making long term decisions in CMS to appreciate the turning point that
exists now with respect the present and future training of anesthesiologists.

Thank you for your willingness to seriously consider these issues.
Sincerely,

(;_/%QQ,

Stéven I. Goldstein
President & CEO
Strong Memorial Hospital

Electronic comments: http://www.cms.hhs gov/regulations/ecomments

Copies to mail@asawash.org

To send to members of congress requesting that they communicate with CMS in support
of this regulatory change:
www.capwiz.com/asa’home/
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September 15, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: TEACHING ANESTHESIOLOGISTS

Throughout the State of Massachusetts, there are continuing concerns about the adequacy
of federal support for teaching institutions. The current Medicare teaching
anesthesiologist payment rule is unwise, unfair and unsustainable. Quality medical care,
patient safety and an increasingly elder population demand that the United States have a
stable and growing pool of physicians trained in anesthesiology.

Right now, slots in anesthesiology residency programs are going unfilled because of
Medicare policy that shortchanges teaching programs by withholding 50% of funds for
concurrent cases. Anesthesiology teaching programs are suffering severe economic
losses that cannot be absorbed elsewhere. The CMS anesthesiology teaching rule must
be changed to allow academic departments to cover their costs. Academic research in
anesthesiology is also at a loss as there are limited funds available because of this
arbitrary Medicare payment reduction.

Why is it that surgeons may supervise residents in two overlapping operations and collect
100% of the fee for each case from Medicare and an anesthesiologist on the same case
can only collect 50% of the Medicare fee if he or she is supervising two residents on
overlapping cases? In addition, internists are allowed to supervise four residents for
outpatient visits and are reimbursed at 100% of the fee if certain requirements are met.
This is not fair and it is not reasonable.

Medicare must recognize the unique delivery of ancsthesiology care and pay Medicare
teaching anesthesiologists on par with their surgical colleagues. The Medicare anesthesia
conversion rate is less than 40% of prevailing commercial rates. Reducing the fees by
another 50% for teaching anesthesiologists results in revenue grossly inadequate to
sustain our programs. The service, teaching and research missions of academic
anesthesia training programs in our country will surely suffer from this course of action.

[ appreciate your attention to this important issue and hope that you are able to address
these concerns. Academic anesthesiology departments are depending on changes to this
rule in order to improve the quality of care for patients at all teaching institutions.

Sincerely,

g v

Stephen V. Hail, M.D.

Staff Anesthesiologist
Department of Anesthesiology
Baystate Medical Center
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September 15, 2005 -~

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: TEACHING ANESTHESIOLOGISTS

Throughout the State of Massachusetts, there are continuing concemns about the adequacy of
federal support for teaching institutions. The current Medicare teaching anesthesiologist
payment rule is unwise, unfair and unsustainable. Quality medical care, patient safety and
an increasingly elder population demand that the United States have a stable and growing
pool of physicians trained in anesthesiology.

Right now, slots in anesthesiology residency programs are going unfilled because of
Medicare policy that shortchanges teaching programs by withholding 50% of funds for
concurrent cases. Anesthesiology teaching programs are suffering severe economic losses
that cannot be absorbed elsewhere. The CMS anesthesiology teaching rule must be changed
to allow academic departments to cover their costs. Academic research in anesthesiology is
also at a loss as there are limited funds available because of this arbitrary Medicare payment
reduction.

Why is it that surgeons may supervise residents in two overlapping operations and collect
100% of the fee for each case from Medicare and an anesthesiologist on the same case can
only collect 50% of the Medicare fee if he or she is supervising two residents on overtapping
cases? In addition, internists are allowed to supervise four residents for outpatient visits and
are reimbursed at 100% of the fee if certain requirements are met. This is not fair and it is
not reasonable.

Medicare must recognize the unique delivery of anesthesiology care and pay Medicare
teaching anesthesiologists on par with their surgical colleagues. The Medicare anesthesia
conversion rate is less than 40% of prevailing commercial rates. Reducing the fees by
another 50% for teaching anesthesiologists results in revenue grossly inadequate to sustain
our programs. The service, teaching and research missions of academic anesthesia training
programs in our country will surely suffer from this course of action.

1 appreciate your attention to this important issue and hope that you are able to address these
concerns. Academic anesthesiology departments are depending on changes to this rule in
order to improve the quality of care for patients at all teaching institutions.

Sincerely,

Robert Parker, DO

Director, OB Anesthesia

Baystate Medical Center

Associate Professor of Anesthesiology
Tufts University School of Medicine
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September 15, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn; CMS-1502-P

P.O. Box 8017

Baltimore, MD 21244-8017

Re: TEACHING ANESTHESIOLOGISTS

Teaching institutions across the country urge your support to increase federal
funding for academic anesthesiology departments. Current CMS rules make
it difficuit for departments like ours to survive.

Under current guidelines, cases involving residents can only be reimbursed a
full fee if they are supervised on a one-to-one basis. It does not allow for
overlapping cases to each realize a full fee for services. Surgeons at teaching
institutions are not restricted by the same rules. They collect the full fee as
long as they are present for the key portions of the procedures. This puts
academic anesthesiology departments such as ours at a disadvantage as we
cannot collect the full fees for reimbursement of similar cases. Patients,
especially those covered by Medicare and Medicaid will potentially have
difficulty accessing adequate patient care if this practice is allowed to
continue.

The more flexible rule allowed for surgeons, if applied to anesthesiologists in
teaching institutions, would go a long way toward improving finding for our
programs and increase patient satisfaction. I urge you to consider
recommending this change for the enhancement of teaching facilities and
improvement of quality patient care.

Sincerely,

Director, Anesthesia Research
Baystate Medical Center

Associate Professor of Anesthesiology
Tufts University School of Medicine

R R
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September 15, 2005

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attn: CMS-1502-P

P.O. Box 8017

Baltimore, MD  21244-8017

Re: TEACHING ANESTHESIOLOGISTS

An important concem is facing academic anesthesiology departments
throughout the country. Teaching institutions are facing severe shortages in
federal funding. If allowed to continue, this may potentially cause inadequate
access to services by patients in need.

Speaking as a physician in a teaching institution, one cause for this problem
can be attributed to the CMS rules for Part B reimbursement in that
reimbursement for anesthesia residents is not cover by a full fee unless
supervised on a one-to-one basis. This same rule does not apply to our
colleagues performing surgery. They are allowed full payment for supervision
of overlapping cases as long as they are present for a critical portion of the
procedure. This rule, along with the cuts to teaching institutions in the
Balanced Budget Act of 1997, have made it difficult to fund our academic
environment and provide adequate services to all patients. Medicare and
Medicaid patients are hit the hardest by this rule as the inadequate funding
makes it difficult for them to access quality patient care.

Anesthesiologists at teaching institutions should be allowed to supervise
overlapping cases involving residents and receive a full fee for each case. The
current CMS rule is discriminatory and does not allow teaching programs
adequate federal support. Please consider improvements to the Medicare
reimbursement structure by allowing this rule change. Future anesthesiologists
and patients can only benefit in the long run. Thank you for your considered

support.

Sincerel
- /

Ananth Kashikar MD

Department of Anesthesiology
Baystate Medical Center

Assistant Professor of Anesthesiology
Tufts University School of Medicine
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