was observed to be a safe and effective treatment for angina in patients
with severe LVD who were not considered good candidates for
revascularization by coronary artery bypass graft (CABG) or
percutaneous coronary intervention (PCI). Importantly, there was a
significant reduction in Canadian Cardiovascular Society (CCS) angina
class and quality of life improved approximately 70 percent for all
patients completing treatment. The major cardiovascular event (death,
MI, CABG, PCI) free survival rate was 77 percent at one-year follow
up. ? Considering the high risk of comorbidity in this cohort, these
results supported the initiation of a pilot study.

A multi center feasibility study in which stable heart failure patients
(NYHA class II - III) with LVEF < 35% were treated with 35 one-
hour sessions of EECP therapy over a seven-week period, and then
were followed over a six-month period, demonstrated that EECP was
safe and well-tolerated in this group of patients. ' In addition, EECP
was associated with significant improvements in exercise capacity as
measured by peak oxygen uptake and exercise duration, and in quality
of life at one-week and six-months following EECP treatment.
Although safety was the primary endpoint of this feasibility study, the
efficacy results suggest that EECP can increase peak oxygen uptake,
and improve exercise capacity and functional status as well as the
patient’s quality of life, for both the short-term and long-term (six
months) after the completion of a course of EECP therapy. Study
subjects benefited from EECP to a similar degree, regardless of whether
the etiology of their heart failure was ischemic or non-ischemic.

To test the hypothesis that EECP may have beneficial effects on LV
function in patients with heart failure, Goresan et al. ' studied the
effects of EECP on LV function in patients with NYHA Class II or III
heart failure with an LVEF < 35%. EECP was associated with a
significant improvement in LV function, as measured by increases in
both PAMP (pre-load adjusted maximal power —a normalized measure
of contractile force) and LVEF, as well as a significant decrease in heart
rate. Importantly, these beneficial effects were sustained six months
after EECP therapy. Thus, preliminary data shows that EECP improves
LV function in heart failure patients and may be a useful adjunct to
medical therapy in these patients.

Currently, a multi center, prospective, randomized, controlled clinical
trial (PEECH) is on-going to verify the efficacy of EECP as an
adjunctive therapy in the management of patients with chronic stable
heart failure. In addition, in February 2003 the collection of data on
heart failure patients was initiated in Phase 2 of the IEPR.

FDA Cleared Indications:

The established indications of stable or unstable angina pectoris, acute
MI and cardiogenic shock were recently expanded to include congestive
heart failure.

Which Group of Heart Failure Patients may Benefit from EECP?

1. Patients with stable heart failure, NYHA Class II and IIT (patients
with any evidence of decompensation should not be treated until
they are stable with the use of medical therapy).

2. Patients with ischemic or idiopathic cardiomyopathy.

3. Patients in stable condition with manageable peripheral edema,
(i.e., less than 1+ edema).

4. Patients with LVD (EF <35%).

5. Patients with heart failure and other co-morbid states (i.e., diabetes,
pulmonary disease) that increase their surgical risk.

Managing EECP Heart Failure Patients
1. Verify that the patient is in stable condition — auscultate lung sounds,
check weight and the degree of peripheral edema.

2. Obtain vital signs — blood pressure, heart rate and rhythm, respiratory
rate and character.

3. Obrtain baseline pulse oximetry measurements and record oxygen saturation.

4. Initiate EECP treatment — achieve full treatment pressure (260-280
mmHg) within 5 minutes of applying pressure.

5. Record during-session plethysmography tracings every 20 minutes —
evaluate and adjust inflation/deflation timing.

6. Record oxygen saturation every 20 minutes. Discontinue the
treatment if oxygen saturation decreases by 3 percent or more from
the day’s baseline measurement.

7. Observe the patient throughout the treatment hour. Patients should
never be left unattended while receiving EECP therapy.

8. Repeat physical assessment and vital signs before the patient leaves
the treatment area.

9. Report all changes in the patient’s condition to the physician before
initiating or continuing treatment.
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