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presentation of their symptoms and so, I believe, that many of the Class III patients
being treated with EECP today are probably Class II patients, but it would be difficult
to prove it. Therefore, I’'m just suggesting that allowing coverage for Class II patients
would just be an acknowledgement of an existing reality and would not change the
situation except to bring the Medicare reimbursement fee system into line with
existing clinical practice.

Theoretically, there is a cost benefit argument here too, since an EECP patient
would be expected to use fewer anginal medications and would cost society less
in the long run.

Sincerely yours,

Mark M. O’Connell, M.D., FACC
MMO/ht
T: 1/10/06
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Crassic City CARDIOLOGY, P.C.

Susan Kreher, M.D., FA.C.C.  Masih Uddin, M.D.
1500 Oglethorpe Ave., Ste. 300-B
Athens, GA 30606
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Tel: 706.543.8444
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Fax: 706.543.5656

Jyme Schafer, M.D.

Deirdre O’Connor, M.S.

Centers for Medicare and Medicaid services
Mail Code#: S2-02-08

7500 Security Boulevard

Baltimore, Maryland 21244-1850

Subject: Enhanced External Counter Pulsation Therapy.
Dear Dr. Schafer and Ms. O’Connor,

My cardiology practice has offered EECP therapy for the last 18 months to
patients with angina, who have not been able to undergo revascularization.
Often times these patients also have severely decreased left ventricular
systolic function. After 35 one-hour sessions of EECP therapy, these
patients often have significant improvement in overall sense of well being,
reduction in angina, and fewer incidences of congestive heart failure. It is
frustrating for me to see the vast number of patients with heart failure, who
currently are not eligible for EECP therapy because of nonpayment. This
therapy is significantly less expensive than a biventricular
pacemaker/defibrillator and as much more physiologic.

My office did nuclear perfusion scans before and after EECP therapy and
many times the patient had significant improvement in the overall
myocardial perfusion and also some improvement in ejection fraction with
EECP therapy. The positive changes are known to last more than 18
months and can be repeated if patients have more symptoms.

I would request that you reconsider your decision not to cover congestive
heart failure as an indication for EECP given the very positive results seen
in patients who have angina and severe decrease in LV systolic function. In



my mind, this is a much more cost-effective treatment than cardioverter
defibrillators, which cost over $60,000 for one patient compared to EECP,
which is less than $7000 for one patient.

-Page 2-

Thank you for reconsidering this important treatment for the patients with
heart disease.

Sincerely,

UM KW

Susan K‘?eher, M.D., F.A.C.C.

1500 Oglethorpe Avenue, Suite 300-B
Athens, Georgia 30606
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INSTITUTE FOR PROGRESSIVE MEDICINE
4 Hughes, Suite 175 Irvine, CA 92618
Tel. (949) 600-5100 Fax (949) 600-5101

WwWw.iprogressivemed.com

Allan E. Sosin, M.D.
Founder/Medical Director

Koren Barrett, N.D.
Naturopathic Doctor Julie Kahn, N.D
Naturopathic Doctor

Jyme Schafer, M.D.

Deirdre O'Connor, MS

Coverage and Analysis Group

Centers for Medicare and Medicaid Services
7500 Security Boulevard

Mail Stop C1-09-06

Baltimore, MD 21244

January 13, 2006
Dear Dr. Schaefer and Ms. O'Connor,

What follows is the story of a patient with ischemic cardiomyopathy who paid out of
pocket for external counterpulsation therapy.

A 54-year-old man was seen in September, 2005 with complaints of extreme shortness of
breath and exercise intolerance along with severe edema. He had a history of quadruple
cardiac bypass surgery performed in December, 2003 subsequent to a myocardial
infarction. He had been experiencing increasing shortness of breath and lack of energy as
well as swelling of his legs and abdomen. He was awakening at night with shortness of
breath. On examination blood pressure was 135/95, weight 233 pounds. The heart was
irregularly irregular with a rate of 130 per minute. There was marked neck vein
distention. He had a strong left ventricular heave. Point of maximal impulse was 3 cm
lateral to the nipple at the anterior axillary line. There was a grade 3/6 systolic murmur
of mitral insufficiency. Extremities revealed four plus bipedal edema..

Echocardiogram revealed markedly reduced cjection fraction in the range of 20%. BNP
was 1040.

He was treated with diuretics and an angiotensin receptor blocker. After discussion he
was started on therapy with external counterpulsation. He had a total of 35 treatments
delivered over seven weeks. It he lost 25 pounds. His edema completely resolved.
Exercise was markedly enhanced and his symptom of nocturnal dyspnea disappeared. He
was able to sleep on one pillow.

Repeat laboratory studies revealed that his BNP had declined to 450.

Iinformed the patient today that Medicare and Medicaid had decided not to approve
external counterpulsation therapy for the treatment of congestive heart failure. He



responded that he thought that was a bad decision. He stated that he was feeling better
than he had in many months, and was happy that he did not have to undergo invasive or
dangerous procedures. He considered external counterpulsation therapy a natural
treatment with enormous benefit and no risk. He also commented that this decision must
have been influenced by the drug companies, and by parties who stood to benefit from
invasive cardiac procedures. He could not understand why such an effective and safe
therapy would be denied to so many people, when cardiac catheterization, pacemakers,
defibrillators, and bypass surgery are all paid for.

As a physician who has used external counter pulsation for the treatment of patients with
congestive heart failure as well as angina, I urge you to reconsider your decision, and
approve payment for external counter pulsation therapy.

Sincerely yours,

WMo by,

Allan Sosin M.D.
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Wichita
EECP Heart Center
551 N, Hillside, Suite 130

Wichita, KS 67214
(316) 858-1188

Fax (316) 858-1190
Email: drevans @
wichitaeecp.com

Web: www.wichitaeecp.com

Great Bend
EECP Heart Center
Central Kansas Med Center
3515 Broadway Avenue
Room 508
Great Bend, KS 67530
(620) 786-6508
Fax (620) 792-6602
greatbendeecp @hotmail.com

Liberal
EECP Heart Center
Southwest Medical Center
15th & Pershing
Liberal, KS 67901
(620) 629-6732
Fax (620) 624-7013
libeecp@swko.net

Neodesha
EECP Heart Center
Wilson County Hospital
205 Mill, Room 315
Neodesha, KS 66757
(620) 325-3700
Fax (620) 325-3702

Phillipsburg
EECP Heart Center
Phillips County Medical Center
433 Hwy 183
Phillipsburg, KS 67661
(785) 543-6346
Fax (785) 543-6463
phillipeecp@ruraltel.net

EECP® Heart Center of Kansas Roger Evans, M.D.

Medical Director

Linda Rae Rolfe, R.N.
EECP Clinic Coordinator

Clinics in Wichita, Great Bend, Liberal, Neodesha, Phillipsburg

January 6, 2006

Jyme Schafer, MD

Deirdre O’Connor, MS

Centers for Medicare & Medicaid Services
Mail Code: S2-02-08

7500 Security Boulevard

Baltimore, MD 21244-1850

Subject: Enhanced External Counterpulsation (EECP) Therapy
Dear Dr. Schafer and Ms. O’Connor:

I am a Registered Nurse who has served my community as the EECP Clinical
Coordinator for the EECP Heart Center of Ks since our start up in May of
2001.

Recently, I became aware that the proposal to expand coverage for Medicare
beneficiaries for EECP Therapy was denied and that you are seeking public .
comment on the proposed determination. Please allow me to share with you
some of my experiences as an EECP health care provider.

First of all the bulk (27 years) of my nursing career has been entrenched in the
cardiac field. I began in the 1980’s as a Surgical Intensive Care nurse in a
unit extending post-op care to patients who received bypass surgery and valve
replacement. Our unit’s average census made up 12-14 post-op heart patients
on a daily basis. I also had the privilege of assisting in the initial setup of our
local Transplant team, both as a retrieval nurse and a transplant team member.
For the next 12 years I worked in Coronary Care settings spanning our nation;
i.e. Kansas, California, Illinois, and Indiana.

My intention is not to bore you with my resume; I am trying to point out my
vast experience in the care of Cardiac patients, while expressing the extreme
need for EECP Therapy.

In 2000 I was approach by a local Cardiologist about setting up an EECP
Clinic. He provided me with a vast amount of research requesting that I look
into the procedure from a clinical aspect and from a potential business aspect.
I will admit I was suspicious of a Non-Invasive procedure due to my vast
experience on the Invasive side working not only in post-op settings but in
Heart Catheterization Labs.



What I discovered was an effective Non-Invasive procedure which offered patients an
option, in many cases the only option they had left. I also discovered that from a
business aspect EECP was not and I repeat was not a money maker.

I am blessed to work for a Cardiologist who is more concerned about the quality of his
patients’ lives than his income. Our EECP Clinic opened with the full knowledge that it
would not make a profit for many years but most importantly we would be able to
provide an inexpensive treatment for our most severely ill patients that actually worked.

Nothing frustrates a health care provider more than to be forced to tell a patient; “I’'m
sorry but there are no more procedures we can safely provide. You have made all the
lifestyle changes we’ve requested, your medications have been maximized, and the most
I can suggest is limiting your daily activities to prevent your symptoms.”

My patients represent a population who has chest pain on a daily basis. In many cases
they are unable to do simple activities such as cooking a meal, bathe, get dressed, walk
out to the mailbox, or climb a flight of stairs without suffering from chest discomfort,
fatigue, and shortness of breath.

Can you place yourself in their situation?

Since 2001 we have improved the quality of over 600 lives in the state of Kansas with
EECP Therapy; however there are many more patients with CCSC Class II angina and-
NYHA Class II/III stable heart failure with an ejection fraction of less than 35% who
could benefit from this inexpensive therapy if the proposal to expand coverage for
Medicare beneficiaries was passed.

It is a well known fact that heart related disorders eat up the majority of health care cost
in the United States. The number of admission on a daily basis for heart patients remains
staggering.

The number of patients that are told there are no options left makes me want to cry!

EECP Therapy truly changes the quality of my patients’ lives. In some cases they are
able to return to work, be removed from the transplant list, travel, play with their
grandchildren, go out to dinner with family and friends, reduce their hospital admissions,
in short do the things we take for granted.

Please reconsider your recent decision and expand the coverage for Medicare
beneficiaries providing more persons with the opportunity to have their life back.

| o
Sincere Y «.« /X - @

Linda Rae Rolfe, RN
EECP Clinical Coordinator
EECP Heart Center of KS
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6367 E. Tanque Verde, Suite 100
Tucson, AZ. 85715

Phone 520-886-3432

Fax 520-886-0169
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Cardiology/Cardiovascular Disease
Brenda C. Peart, MDD, FACC, FCCP

G. Mason Garcia, MDD, FACC, FCCP

Teresa J. Mason, MDD

C. James De Sando, jr.. MD
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Southwest Heart Research
Ken Peart, Manager
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Melissa Banda, RA

outhwest Preventive Imaging
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Tucson, AZ 83718

Phone 520-529-4013
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www.southwestpreventivehealth.com

Nuclear Deparoment
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EBCT/DEXA
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Tuesday, December 27, 2005

Jyme Schefer MD, Deidre O’Connor MS
Coverage & Analysis Group

Centers for Medicare and Medicaid Services
7500 Security Blvd.

Mail Stop C1-09-06

Baltimore, MD 21244

Re: Comment on EECP coverage

Dear Jyme and Deidre:

As an experienced EECP therapist of several years I received a
notification from Vasomedical regarding the no change in
expansion of EECP coverage for Class 1l angina and NYHA Class
1I/111 CHF will be authorized at this latest review. For my
experience, the earlier patients get this therapy the better! 1z should
NOT be considered a last resort treatment. Patients do better the
sooner they get in for treatments before all major arteries are so
clogged up even EECP does not have that much impact on their
health. Why wait until the patient is so far gone that treatment is
finally authorized when they can get treated earlier and have better
outcomes? In my experience, a patient’s life span will increase
with earlier treatment. The more collateral circulation they have
the better their chance of survival if a major cardiac event occurs in
a major coronary artery. Less hospital stays, less cost to the public,
better quality of life is achieved with early stage EECP treatments.
EECP is cheaper, non-invasive, than repeating expensive bypass
surgeries. [ urge you to consider authorizing EECP at earlier stages
of coronary artery disease.

Best regards,

j

Vi

‘ ‘étu‘v ’
Janet Browne

EECP Thtrapist
Southwest Heart




January 4, 2006

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

To Whom It May Concern:

I am convinced from personal observation of patients who have undergone
ECP that such expanded coverage will significantly benefit patients and be
cost effective. I am an advanced registered nurse practitioner practicing in
ECP therapy. Ihave been very impressed with the benefits of this therapy.
I have used ECP on numerous CAD patients who also suffer from CHF,
and have noted improvement in their heart failure as well as the chest pain.
I believe that many elderly patients would be better served by receiving
outpatient ECP rather than being hospitalized for CHF treatment,
angiography, or high-risk revascularization procedures. 1 am very
supportive of expanded coverage for ECP for patients who have Class II,
III or IV angina, not readily amenable to revascularization and for patients
with stable congestive heart failure with an ejection fraction of 40% or
less. Thank you for your consideration of this matter.

Sincerely,

Bonnie Kimble MSN,ARNP
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OCONNOR, DEIRDRE E. (CMS/OCSQ)

From: Claire McGrorey {cmcgr@comcast.net]
Sent: Friday, January 20, 2006 4:54 PM

To: OCONNOR, DEIRDRE E. (CMS/OCSQ)
Subject: EECP Therapy

Dear Ms. O'Connor,

| have a friend who had EECP treatment and is alive, kicking and feels better than he has in a long time. | have followed
EECP advances ever since.

| have read countless testimonials on CMS's database site regarding EECP therapy. The positive comments far outweigh
the few negative ones.

I sincerely hope those at CMS who analyzed the earlier data and who are currently examining the peer review articles are
doing so objectively.

Invasive cardiac procedures are big business for surgeons, hospitals, insurance companies and huge medical product
companies like Guidant and Boston Scientific.

| worry that again greed has become the motivating factor here. Instead of allowing for a more affordable alternative and
clearly beneficial treatment that has improved so many people's lives who have previously tried the traditional, invasive
treatments often more than once with often temporary.limited benefits, CMS appears to choose to ignore the data instead
of truly listening to the testimonials of practitioners and cardiac patients who have used the EECP treatment. A big red
flag! Dr. Douglass, the

president of the American College of Cardiology and some of her members have a lot to lose from their pocketbooks. We
have been hearing about it in the news all too frequently these days. Good science and medicine deserves the right to
move forward. It is CMS's ethical responsibility to be open to the strong evidence put before you and your colleagues.
EECP works. Your decision impacts the health of many thousands of people each year. | believe CMS's approach to
medical treatment is to use the least invasive forms of treatment first and only if those are unsuccessful does CMS
approve of more invasive forms of treatment. Am | right?

Sincerely,

Claire McGrorey
Villanova, PA

1/23/2006





