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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 II 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. I 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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With 30 patients having received the TAH-t since January 1,2007, the recent 
experience with the device averages about 24 implants per year. This exceeds 
the average number of implants per year during the study period (nine), which 
the agency does not seem to view as a paucity of data. It should be noted also 
that, since Food and Drug Administration ("FDA") approval in 2004, the 
TAH-t has been burdened by a Medicare national noncoverage decision 
which many insurers may follow. Certainly, an inability to obtain widespread 
insurance coverage contributes to a diminished number of cases in which the 
TAH-t has been used. The recent comments by Mr. Duval confirm this 
conclusion. As the Chief Executive Officer for an institution that has 
implanted the TAH-t, he stated that 4 patients were denied access to the 
device in the past year because of insurance issues. Moreover, there simply 
are not many patients who would be appropriate candidates for the TAH-t 
because of the narrow patient selection criteria5 Given the noncoverage 
policy the TAH-t confronts and the narrow patient population for its indicated 
use, we believe that the above information on usage since the middle of 2006 
represents anything but a "paucity" of data for this technology. 

C. Data from Other Institutions 

In the Proposed Decision, CMS notes that a majority of the implants in the 
pivotal trial were done at one institution and thus seems to be concerned 
about the transferability of success at different institutions. Again, the recent 
experiences of the Mayo Clinic in Arizona and the Virginia Commonwealth 
University demonstrate that there is transferability of successful outcomes 
with the TAH-t. These institutions successfully completed SynCardia's 
training program, which was described in detail in our reconsideration 
request. Any institution utilizing the TAH-t likewise would have to undergo 
that training program. Given that the key to achieving positive health 
outcomes with the use of the TAH-t is proper patient selection, we believe 
that issue can best be addressed by conditioning coverage on meeting specific 
criteria, as opposed to clinical study participation. We have identified 
appropriate patient criteria below. 

supported by the TAH-t while awaiting a transplant. Of these 30 patients, eight patients were 60 years or 
over, three were successfully bridged to transplant and one remains on the TAH-t while waiting for a 
donor heart. 

5 Tn comments on the commencement of this national coverage analysis, the Administrative Director of 
The Johns Hopkins Comprehensive Transplant Center indicated that he thought that of the 2,500 heart 
failure patients they treat annually, the TAH-t would assist about 5 per year. 
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