The table below summarizes the results of four major clinical trials of MTWA. Combined, these trials enrolled over 2,800 subjects including
patients with left ventricular dysfunction (Bloomfield, Chow, ALPHA) as well as those with preserved EF (lkeda).
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Population Class I/l HF Post-MlI
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Negative o o
Predictive (2_7'2:",) Not reported ((‘?_8';{?) 99.6%
Value y y
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The Bloomfield, Chow and ALPHA studies address patients with LV dysfunction
(EF = 35 or 40%), most of whom are currently indicated for ICD placement via
current primary prevention guidelines. The lkeda study addresses the post-MlI
population with preserved EF (= 40%), a population which falls outside of current
ICD indications.

The Ikeda study is the largest MTWA study published to date; the ALPHA study is
the largest MTWA study in the non-ischemic population.

In patients with LV dysfunction, indeterminate tests are often grouped with positive
tests to form an MTWA “non-negative” or “abnormal” group. The rationale for this
stems from data showing that indeterminate tests due to certain physiologic causes
(e.g., ectopy, inability to raise heart rate) are associated with a level of risk
equivalent to that of a positive test [5, 6].

In the low EF population, results consistently show that two-thirds of patients test
non-negative for MTWA. The positivity rate is lower in the preserved EF group, a
population in which the risk for SCD is much lower.

In each of these studies, the reported hazard ratio indicates that patients with a
“non-negative” MTWA test are at significantly increased risk for an event compared
to those with a negative test result.

The negative predictive value of MTWA is consistently high, indicating that patients
with a negative test result are at very low risk of an event in the next 12-18 months.
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