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CEOCFO: Mr. Seiber, what is the vision behind SentreHEART?
Mr. Seiber: The vision of SentreHEART is to be able to improve the treatment outcomes of persistent and long-standing 
persistent atrial fibrillation. We do it in a very unique way with a product called the LARIAT® Device. The ultimate 
objective is to be able to improve long term outcomes as measured as freedom from AF. The challenge today is that 
current non-surgical treatments for persistent and long-standing persistent AF have poor outcomes. Published literature 
shows that there is a 20%-40% freedom from AF at one year after the current standard of care is utilized. These are poor 
outcomes. Given that AF is the number one heart rhythm disorder in the world, affecting about thirty million people, there 
is a huge opportunity to improve the procedures that are being performed to treat Persistent and Longstanding Persistent 
AF, which are very difficult disorders to be able to rectify without major surgery. 

CEOCFO: Is there a clear understanding of what causes AFib?
Mr. Seiber: As a non-physician I would say it is partially clear. There is a good understanding of what causes AFib such 
as age, high blood pressure and other heart conditions but, there is not a complete understanding of how to treat it. Atrial 
Fibrillation has been studied for decades however, it has not been clearly understood what all the causes are, in 
particularly the transition from Paroxysmal AF to Persistent AF.

CEOCFO: What is the current treatment?
Mr. Seiber: The current treatment typically starts off with guidelines published by Heart Rhythm Society in terms of a 
pathway for treatment. The clinical course typically starts off with drugs to put your heart back into rhythm. Those drugs 
will likely fail at some point in time and so the next steps get into the choices of ablation, which is a catheter ablation 
performed non-surgically in a cath lab. Another option is surgery, which is done in the OR. A third option and one I have 
heard clinicians refer to as the nuclear option is the placement of a pacemaker. When they say a nuclear option it is 
because they have to destroy parts of the heart to be able to put a pacemaker in for it to operate effectively. The 
challenge today is the vast majority of people, after they fail the drug, will choose to have a catheter ablation verses a 
surgical procedure. The interesting thing about that is that if you look at the success rate for catheter ablation for 
Persistent AF they top out at around a forty percent success rate. Nobody would define that as compelling as a treatment. 
If you do multiple procedures you may be able to get that success rate up to sixty or seventy percent. Surgery, as a 
procedure, has a onetime success rate of seventy percent and the success being freedom from AF for one year. What we 
are looking at from our company’s perspective is bringing those surgical results in to the cath lab. We call it the innovation 
of tradition. 

“SentreHEART’s objective is to 
address improved treatment 
strategies for AFib of which the 
left atrial appendage plays a 
critical role in the restoration and 
maintenance of normal sinus 
rhythm, as well as protection 
against thromboembolism. The 
AMAZE Trial is key to fulfilling 
our commitment to developing 
clinical evidence that could 
greatly improve the lives of 
patients with atrial fibrillation.”
                              - Russell Seiber
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CEOCFO: Where are you in the process of development?
Mr. Seiber: We have more than developed; we have done over five thousand procedures with the LARIAT. The LARIAT 
is a percutaneous (through-the-skin) method of closing the left atrial appendage without leaving anything inside the heart. 
The value of this is two things; A) It is very well understood that the left atrial appendage is an incubator for thrombus that 
can cause a stroke in patients with AF. Therefore, the first step is by closing the left atrial appendage you potentially 
reduce or prevent the risk of stroke originating from the left atrial appendage. We do that as well as several other 
companies. However, every other company does it with an implant that goes inside the heart. We are differentiated by no 
implant and no risk of implant issues such as embolization, breakage and others. Therefore, we mechanically close the 
left atrial appendage. B) The second thing that differentiates the LARIAT from all other LAA closure devices is by ligating 
the LAA around the base we actually electrically isolate the left atrial appendage. This becomes an important factor in the 
treatment of AF as well as the prevention of stroke risk.

CEOCFO: Would you explain why electrically doing it makes a difference?
Mr. Seiber: The heart runs off of electrical activity. It is well understood that a common source of Atrial Fibrillation is what 
is called the pulmonary veins. All the reasons behind that basically get down into how a current is conducted throughout 
the heart. If that current is out of rhythm you may have AF. The heart goes from beating in a contracting way to a 
fibrillating way, like a bowl of jello. Now, typically when people do the pulmonary vein isolation, as I mentioned, the results 
are relatively poor. This is where the left atrial appendage comes into play. Back in the 1980s and 1990s Dr Jim Cox 
developed a procedure called the Cox Maze procedure. Today it is still the definitive cure for AFib. The component of the 
procedure is very similar to what physicians do today with ablation. However, what physicians have not been able to do is 
isolate that left atrial appendage. Part of the Cox Maze procedure was getting rid of the appendage for both mechanical 
as well as electrical activity. What SentreHEART is able to do now is bring in the Cox Maze procedure from the operating 
room and bring it into the cath lab. The reason this becomes important is the left atrial appendage serves no biologic 
function in an adult. It is a remnant of gestation. It acted as your left atria and therefore it was also a substrate of all of the 
electrical activity that occurs in the heart. Therefore, closing that left atrial appendage and eliminating the electrical activity 
can contribute to the outcomes of treating Persistent AF when used as an adjunct to the current standard of care. 

CEOCFO: What are the risks of the procedure? What is the training needed for the doctor?
Mr. Seiber: The risks are relatively limited. Our complication rate is less than two percent. However, there are always 
risks with any procedure, in particularly a complex structure like the left atrial appendage. It is a structural heart challenge 
and so one has to be well trained in skills of interventional cardiology or electrophysiology. That translates into experience 
with transseptal punctures (accessing the left atrium of the heart), as well as training on epicardial (surface-of-the-heart) 
access. That training and the procedure are straightforward. An appealing factor of the LARIAT procedure is that there is 
no new imaging, techniques or additional products. We have found when we train a physician is that in their first five 
procedures your first case usually takes ninety minutes. By the time you are at the fifth case it takes less than sixty 
minutes. 

CEOCFO: Are you currently in clinical trials with your LARIAT Device?
Mr. Seiber: We are presently conducting the AMAZE trial (www.amazetrial.com) which is a seminal trial that will show the 
potential advantages of LARIAT LAA closure when used as an adjunct to existing standard of care for persistent and long-
standing persistent AF. The LARIAT Device is already cleared in the United States under a 510(k) for soft tissue closure. 
However, we are seeking a therapeutic label indication with the aMAZE Trial which was the purpose of the recent $35M 
financing. The aMAZE Trial is a robustly designed, randomized controlled trial comparing LARIAT LAA closure with 
catheter ablation compared to catheter ablation alone. 

CEOCFO: Are you selling a piece of equipment or a kit used for each procedure? Are there disposables? 
Mr. Seiber: The product is actually a disposable system of products. It is composed of six different components, but the 
primary component is the LARIAT Device which is best described as a precise and controlled remote suture delivery 
system.

CEOCFO: You say you have done five thousand procedures. How many more do you have to do?
Mr. Seiber: We did the five thousand outside of the trial. Now, as I mentioned, we are actually in a formal trial to be able 
to seek out a therapeutic label indication as this becomes important for reimbursement purposes. For the AMAZE Trial we 
will complete between 400-600 patients with one-year follow up.

CEOCFO: Is the medical community onboard? Do they understand?
Mr. Seiber: Left atrial appendage closure is a young market. There has not been a tremendous amount of clinical 
evidence to show all the benefits of closure of the left atrial appendage. Therefore, I think the medical community is 
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curious. However, I would not say clinicians are yet convinced. The evidence from a recent randomized clinical trial from 
an implant device competitor on stroke prevention is unclear and incomplete at this point. For SentreHEART, we are 
taking a very unique approach to Atrial Fibrillation in terms of LAA closure. We are seeking to treat the disorder, which 
intuitively should lead to a reduction of the complications associated with AF. All of SentreHEART’s competitors are 
seeking a preventative pathway for stroke while SentreHEART focuses on treating the underlying disorder. No other 
competitors can treat the underlying disorder. Therefore, the curiosity in the marketplace is high in terms of, “What does 
SentreHEART or the other companies do that is a benefit to patients by closing the left atrial appendage.” As mentioned, 
the only study that has been done is on stroke by another company of which did not demonstrate any clear benefit stroke 
reduction with closure. Therefore, that confused the clinical marketplace in terms of what the benefit of this is. With our 
approach, we know closing the left atrial appendage is going to be good for patients. The benefit of complete LAA closure 
and electrical isolation really becomes much more compelling now. At the end of the day we have to treat the underlying 
disorders. 

CEOCFO: Do people that have participated in the trial understand? Do you need at some point to reach the public 
about what you are doing or is it totally the doctors?
Mr. Seiber: No, eventually we will want to reach the public. Right now I would say the primary part of that is the physician. 
Physicians are the interface to educate patients, typically. However, the outcomes of this trial then leads you to go to the 
next level, which is very similar to what many of the pharma companies do. That is if you have AFib you may want to 
consider a new option. Typically, the way we would look at that is not necessarily direct to consumer advertising or 
marketing. It is more through patient advocacy societies such as Stop AFib, American Heart.. 

CEOCFO: Your site indicates you have a US component and an international component. How are you working 
both ends and what are the differences with how you work internationally and in the US? 
Mr. Seiber: We are a direct organization in both areas. There really is not a huge difference between the execution 
strategies of both markets. Right now in Europe we are working on reimbursement in specific countries. Germany is our 
primary focus currently as it is the biggest market in Europe.

CEOCFO: Where does the current healthcare environment, with the potential changes in he Affordable Care Act 
come into play for you as things seem to be very iffy at the moment?
Mr. Seiber: I think there are a lot of moving parts in all of those areas right now. However, ultimately any therapy has to 
be able to show that it can improve outcomes and is safer than an alternative treatment. That fits very well under any 
healthcare strategy that is out there. Today, as I mentioned, if you are treating persistent and longstanding persistent AF 
patients, typically they have to undergo two or three procedures to be able to get to the results of what we have seen in a 
single procedure. The economic impact of that is significant. We are talking potentially billions of dollars in savings here 
and with; again, a better outcome that is potentially safer, more longstanding and clearly changes what I would say is the 
overall complexity of AFib. The problem with AFib is that not only does it cause stroke, it leads to congestive heart failure, 
sleep apnea; a whole host of complications and issues. If you can treat it earlier there is obviously a huge benefit in doing 
that. 

CEOCFO: How far will your current funding take you? What is the timetable that you are working on now?
Mr. Seiber: The current funding will take us all the way through the FDA approval of the trial. 

CEOCFO: Why should our readers pay attention to SentreHEART? Why is what you are doing so important?
Mr. Seiber: Given the prevalence of AF, one in four of your readers over the age of 50 has AF and will need to be treated 
at some stage in their life. AF never gets better, it always gets worse. It goes back to my beginning statement and that is 
that Atrial Fibrillation is a huge issue. It is an epidemic. The technology for catheter ablation has evolved, but is not 
improving outcomes. Where SentreHEART fits into this mix is being able to bring a very successful surgical procedure 
into the cath lab for the first time. It is that innovation of tradition similar to other major breakthrough technologies. Surgery 
is typically the origination of all interventional procedures performed today. Some examples include open heart coronary 
bypass procedures being mostly replaced by stents, look at the phenomenal growth of percutaneous aortic valves. 
SentreHEART may have the solution to improve both freedom from AF and prevention of stroke in a single procedure. 


