IMPULSE

...- DY N A

CMS Issues National
Coverage Determination
(NCD) for CCM® Therapy

National coverage
for CCM applies to
all patients with

Medicare & Medicare
Advantage
Insurance

Medicare Coverage for CCM patients include
those who:

- Have NYHA Class Ill Heart Failure

* HaveanEF 25% - 45%

« HF Symptoms despite at least 3 months of Optimized
GDMT

« Arenot receiving CRT*
And who:

+ Areage 18 or older
« Do not haveaHeart Transplant
Do not meet any contraindications in FDA labeling for CCM

* Not Receiving CRT defined as: Not Indicated for CRT, or; Indicated for CRT, but
has no CRT device, or; Has CRT device, but LV lead pacing turned off

Shared Decision Making (SDM) is required between the Physician &
Patient and should be documented (CMS does not mandate a specific template)

GDMT shall be managed by the ‘Heart Team’, defined by CMS as qualified
healthcare providers (no specific physician specialty requirement) who
manage the patient’'s HF symptoms
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FDA Criteria for CCM Therapy

The OPTIMIZER® Smart Mini System, which delivers
CCM® therapy, is indicated to improve 6-minute hall walk,
quality of life, and functional status of NYHA Class il
heart failure patients who remain symptomatic
despite guideline directed medical therapy, are
not receiving Cardiac Resynchronization
Therapy (CRT), and have a left ventricular ejection
fraction ranging from 25% to 45%.
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