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Steve Phurrough, MD, MPA, Director
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Baltimore, MD 21244

Re: Comments on Proposed Coverage Decision Memorandum for Artificial Hearts
(CAG-00322N)

Dear Dr. Phurrough:

SynCardia Systems (“SynCardia™) appreciates the opportunity to comment on the proposed
coverage decision memorandum concerning artificial hearts issued by the Centers for
Medicare and Medicaid Services (“CMS™) on February 1. 2008 (“Proposed Decision™).
While we are very pleased that CMS recognizes that use of an artificial heart such as the
CardioWest" temporary Total Artificial Heart (“TAH-t") can help beneficiaries with no other
treatment options and thus proposes to reverse the current national noncoverage policy, we
believe that the evidence is sufficient to cover the TAH-t as a bridge to transplant without the
requirement of a clinical study. SynCardia agrees that there should be conditions for
coverage, but those conditions should relate to the condition of the patient, not the conduct of
a clinical trial.

As explained below, we request that CMS’ final decision authorize coverage of the TAH-t
when used as a bridge to transplant when certain conditions (identified in Section Il below)
exist. We recognize that the Proposed Decision also addresses an artificial heart that is used
for a different purpose (destination therapy) and a different patient population (patients not
candidates for a heart transplant), but just as CMS has considered the evidence for the
devices separately, so too may CMS issue different coverage policies for artificial hearts
when used as a bridge to transplant and when used as destination therapy.' Since the TAH-t
is only indicated as a bridge to transplant, our comments address only coverage of artificial
hearts when used as such, and we offer no opinion on coverage of artificial hearts as
destination therapy.

' Indeed, the agency has done this for another type of mechanical circulatory device, ventricular assist
devices. For these devices, there have been separate national coverage analyses when used as a bridge to
transplant versus when used as destination therapy.
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