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<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Hey good afternoon everyone. Thank you so much for joining us. I’m Danielle Antalffy, one of 

the med-tech analyst here and we are very lucky to have the entire Cardiovascular Systems team 

with us. We have CEO, Scott Ward; CFO, Larry Betterley; and Head of IR, Jack Nielsen. So I 

believe – Scott do you want to give a brief intro, or should we just go right into Q&A. 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

Well, how about I give just a brief intro, just to get everybody up to speed on who CSI is and 

what we’re all about. Thank you for that kind introduction and welcome everyone. Good 

afternoon. Thanks for being here and thank you for your interest in CSI. So CSI is a company 

that manufactures and distributes orbital atherectomy systems. We treat atherosclerosis, we 

operate in the field of coronary artery disease and peripheral artery disease and we really focus 

on, we specialize in the treatment of calcified lesions. So, we’re a bit different than most other 

companies that you would think of that are in this field of atherectomy. 

 

If you think about our markets, we focus in the peripheral segment on the – below the knee 

portion of the peripheral artery disease marketplace. In that sector, we treat about 60% of the 

patients have severely calcified lesions and that’s about 300,000 patients. So that below the knee 

segment is about $1 billion opportunity. In the above the knee segment, roughly 50% of those 

patients would have severely calcified lesions and that is around 280,000 patients once again, 

about $1 billion marketplace. In coronary artery disease, about 15% of patients that have 

coronary artery disease present with severely calcified lesions and that is about $700 million 

marketplace that’s accessible to us. 

 

So we are an atherectomy company that focuses on calcium, we focus on those three segments of 

the market, but we’re actually quite different to – I think you can tell from other atherectomy 

companies. And what makes us distinctly different is this focus on calcium. We focus on the 

treatment of these lesions that are really the most difficult to treat. Now, calcified lesions present 

very significant clinical problems for physicians for interventional cardiologist who do treat 

these patients. The presence of calcium makes it very difficult to place a stent. It makes it very 

difficult to access the site. Once you’re at that site, if you are unable to remove that calcium, 

when you place a stent, you might miss the right location or you can have a malapposed stent. 

And malapposition in stents can lead to a higher rate of stent thrombosis and other 

complications. 

 

Furthermore, if you don’t remove that calcium whether you’re using a drug-eluting stent or drug 

coated balloon, failure to remove calcium means you’re going to get less drug uptake into the 

tissue. So it reduces the potential effectiveness of a drug coated balloon or a drug-eluted stent. So 

the removal of calcium is really critically important to prepare a vessel for whatever 



interventional cardiologist intends to utilize. The other things that make us different is we do 

really have the best interventional solution for the treatment of calcium. We also have the best 

medical evidence in the marketplace. 

 

We’ve tested over 5,000 patients and have made major investments in clinical trials that have 

given us this secure position in the market. We also have the largest distribution channel in the 

United States in this market. We have over 200 quota-carrying sales reps and another 40 to 50 

support personnel that are either clinical specialists or associate sales reps. So we have a very 

strong focus on providing really great clinical support to our customers. So, a very unique 

technology, a proprietary core technology, supported by a best in class clinical sales organization 

and the best medical evidence in the marketplace. 

 

As we look to the future, we right now have two major clinical trials that we’re addressing. The 

first is a trial that is called LIBERTY 360. This is a study that was done in the periphery where 

we are looking at the performance of all interventions, it involves 1,200 patients in a open label 

registry study. That trial we just released the six month data on. Most important thing to know 

about that study is we’re looking at all three classes – all six classes of Rutherford disease, 

Rutherford classification of periphery artery disease and in that case, we are looking at the 

Rutherford 6 patients. These are the patients that today are candidates for amputation. So they 

would be an immediate candidate right now for an orthopedic reference just to have an 

amputation. 

 

We enrolled about 100 patients in that trial and – that were Rutherford 6. At the six month follow 

up point, roughly 74% of those patients were still free of MAEs and free from amputation and 

they were alive. This is exceptional outcome. So this is the kind of data that our sales reps use 

with our customers to increase their incentive or their interest in providing care for patients that 

are otherwise amputation candidates. Probably most importantly, that type of data can be used by 

our customers to speak with referring physicians and diagnosing physicians, so that those 

physicians feel comfortable referring patients for intervention before simply referring them for 

amputation. So that’s really important in our LIBERTY 360 trial. 

 

We are also just preparing to launch ECLIPSE. ECLIPSE is a clinical trial that will be conducted 

in coronary artery disease and the ECLIPSE study will really set a new standard for studying 

atherectomy and coronary artery disease. We will enroll 2,000 patients in that trial. It’s a 

randomized control trial, comparing balloon angioplasty and a drug-eluted stent to atherectomy 

plus a drug-eluting stent. There are two primary endpoints; the acute primary endpoint will be 

the minimum stent cross-section area, immediately following atherectomy or balloon; and the 

second primary endpoint would be target vessel failure measured at 12 months. So a really good 

early metric and a great long-term clinical outcome metric. 

 

We’re very excited about that study. The lead – our chairman for that trial is Gregg Stone and 

our principal investigator is Philippe Généreux also from CRF. So we’re very excited about that 

trial. That trial will start patient enrollment this spring and we expect it will take probably 18 to 

24 months to complete enrollment in that study. So we’re very well positioned I think to 

continue strong growth. We just had completed a strong Q2 that we reported. We grew 21% 

year-over-year and our Q2 we generated about $50 million of revenue. We completed our first 



quarter of profit, about $1 million of net income which we’re very proud of. I would say that 

may be that came a little bit early, but we’re in our journey towards our pathway to profitability 

where we will bounce back and forth around that binary metric of profitability. 

 

Our operating expenses were a little bit lower in this quarter than perhaps we expected. We 

normally expect our OpEx to run at about $43 million, we came in just over $40 million. We 

delivered some nice profitability but we are well on our pathway and we are proving that this can 

be a profitable business model going forward. The other thing that we were really pleased with in 

this quarter, we finished the quarter with about $79 million in cash, that’s a very significant 

improvement over where we had been last year. We are still making progress towards our sale 

lease back in our building and that will generate an incremental $20 million to $22 million of 

cash. So we feel good about our balance sheet. Our company is stabilized and we now have 

reached a point where we can really look to the future and drive growth going forward. 

 

So with that, I’ll take your questions, how about that? 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

That was great. Thank you for that intro, Scott. Isn’t it great to make money by the way? I think 

you should make money every quarter. 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

I think I’ve heard that from you before. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

So, Scott just thinking about the long-term growth trajectory of this business, you did a great job 

framing the market. But what do you see as a sustainable growth rate in the peripheral business 

and then separately in the coronary, given that you’re running LIBERTY 360 or going to run 

ECLIPSE, it’s an underpenetrated market. I mean what’s the right way to think about the long-

term growth profile for a business like this? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

So we segmented into peripheral and coronary and our peripheral business, there are very strong 

underlying fundamentals that are driving the growth of that peripheral vascular disease. High 

rated diabetes, continuing high rate even more so now in the elderly patient population, we’re 

seeing – obviously we continue to see an epidemic relating to smoking, diabetes and kidney 

disease and that’d driving really a large increase PVD. The PVD market is estimated to be 

growing in the high – mid-to-high single digits. We think that we can grow at a rate equal to the 

market and may be exceed it by a little bit. 

 

So to give you some sense in the peripheral market, in our second quarter, our coronary business 

grew over 50%. We don’t anticipate that we’ll grow 50% year-over-year, every quarter, but we 

do see really strong growth in our coronary business. And that is largely driven by a very strong 



interest rate right now in improving the quality of care for patients that have severe coronary 

lesions. And typically those patients have multi-vessel disease, they have severely calcified 

lesions and they may otherwise be candidates for cabbage procedures but are now being treated 

in coronary cath labs. So that is really driving growth in our segment. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

So if you net both of those out I mean is it sort of a mid-teens type of growth profile, what do 

you think? You can provide long-term guidance… 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

Yeah, you can probably do the math on that, you’ll arrive at a number better than I can. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Alright. That’s perfect. And Larry, just on guidance for Q3, so you guys did have a great second 

quarter, Q3 guidance reflects basically flat sales sequentially. How much of that is – what’s sort 

of driving some of that conservatism in the quarter? Is there some seasonality we should be 

thinking of? Is there anything specific to call out? 

 

<<Laurence Betterley, Chief Financial Officer>> 

 

Well Danielle, as we’ve said, we’ve come a long way. We really have. We disrupted the sales 

organization and we have settled that down and are making progress. But it is work in process 

and – so we are projecting that, we would continue to grow and continue to progress, but we 

don’t want to get ahead of ourselves because it is still a work in process. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Okay. So it’s really just some productivity around sales – 

 

<<Laurence Betterley, Chief Financial Officer>> 

 

Continued productivity gains and growth in both our coronary and peripheral. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Got it. Okay. And specifically in the quarter, we did see a little bit, I don’t want to call it 

underperformance, but peripheral was a little light, coronary was very shanky [ph]. Talk about 

the dynamics there and how those two play off each other a little bit, you saw some pool actually 

in the coronary business, may be distracted a little bit from the peripherals. Is that a right way to 

think about it? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 



Yeah, we have a finite amount of sales time that we can apply to case coverage and we 

incentivize our sales representatives in a way that just assures that everybody is incentivized as I 

am to drive revenue. And so, we do not yet have a perfect science for balancing out deployment 

of that, of our sales organization. There is – the competitive dynamics in our peripheral market 

have not changed, it continues to be quite stable as it has been for the past several quarters. We 

did see very strong demand in our coronary business as is represented by that 50% growth rate. 

And that drew the attention of our sales organization and we basically served that demand. I am 

quite confident that we have the right programs in place, we are in a good position in our 

peripheral business and we will see a rebound to a sequential growth in peripheral going forward. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Okay, that’s really helpful. And then on the sales force productivity front, can you talk about 

where we were, where we are now and where you think we can go in the future and how you get 

there? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

Yeah, so we’re running at about $250,000 per rep right now. Our frontier reps, the top quartile of 

our sales organization is performing in that $300,000 to $350,000 per quarter range. We know 

that we can move a larger portion of our sales force in that direction. There is a balance however, 

that I think I am – we as a management team are still evaluating and that is because our core 

competitive advantage is that we feel that our sales organization and all we do is focus on the 

treatment of calcium. 

 

So we want to develop really strong close relationships with our customers and to do so, we need 

to be in those cases. And there is a great opportunity for us as we continue to build the clinical 

acumen of our sales organization supported by deep medical evidence to be the go-to partner in 

these cath labs to assist these customers in the treatment of their toughest cases. That type of 

strong loyal relationship is what ultimately builds a strong base and I think we’ll form a really 

strong business force going forward. So I’m not looking for maximum productivity, I’m looking 

for optimum productivity. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Yeah. 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

This is not a product like, this is not a – device where reps have to be present to prep the product 

or anything like that. So reps don’t have to be present in all cases, but it also isn’t a brady 

pacemaker, where reps really aren’t present and you have almost unlimited productivity. The 

sweet spot we’re going to find. We’re still relatively early in this journey and we’ll find that over 

time, but right now we’re balancing productivity against driving that core competitive advantage. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 



 

Okay. That’s helpful. And so, my next question was going to be what is maximum rep 

productivity do you think here, but maybe I’ll ask, what is optimal rep productivity here? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

So we’re going to optimize rep productivity. We have about 200 quota carrying reps today and I 

think that that is a proper size channel for this U.S. geography. We can adequately cover the cath 

labs out there with that size channel. We will supplement that channel with the use of clinical 

specialists and associate sales reps who can help us do case coverage and also improve our 

clinical acumen in certain locations and for certain indications. And by leveraging our very 

strong sales organization along with field clinical specialist, that will allow us to optimize that 

productivity if you will. Where we wind up on that? Right now I can tell you that 300 to 350 is 

probably achievable. It might be north of that by some amount but it’s hard to peg that just yet. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Okay, that’s fair. So you did touch a little bit on market dynamics, one thing you didn’t mention 

was drug coated balloon and what impact they are having above the knee, there’s all this talk 

about prepping the vessel, could there actually be more pool through with drug coated balloon as 

this becomes more of a bigger market? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

I think early on drug-coated balloons as they first came out became perhaps a bit of a headwind 

for us as physicians were doing a lot of trialing and not really knowing exactly what patients they 

wanted to use drug coated balloons in. That has now evolved back to a more standard, a more 

stable standard of care where we now are seeing physicians really adopting vessel prep in 

advance of the use of a drug-coated balloon and I think ideally if physicians use vessel 

preparation and they remove the calcium, they have a much lower rate of issues once they use 

balloon angioplasty. So, if they come in after that and they use a balloon without removing the 

calcium, they can have a high rate of dissection or a higher rate of dissection and the way that 

they manage that is with bailout stenting and that generally is not considered to be a successful 

procedure. 

 

So if you can remove that calcium, you can improve the potential efficacy of the drug coated 

balloon, you can improve the safety of the procedure and ultimately, you probably can get a great 

outcome for that patient without leaving any device behind. And that gives you maximum 

optionality going forward and improving the quality of care. So yes, we are seeing much more 

vessel prep now in the above the knee segment. In the below the knee segment, some drug 

coated balloon are used off-label, but there’s still not as a high utilization there and I think people 

are waiting to see what the outcomes of these near-term clinical trials will be. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 



Right. And depending on what those outcomes are below the knee, I mean is it right to think 

about the opportunity for drug-coated balloon below the knee as sort of enabling physicians to be 

more aggressive in treating disease earlier and could we see some sort of acceleration in your 

below the knee business because of that?  

 

<<Scott Ward, President and Chief Executive Officer>> 

 

I think there can be. I think once again we’re in a situation treating the peripheral vascular 

disease below the knee is a much more complicated case than treating above the knee. You have 

three vessels, they are smaller vessels. They typically are more severely calcified lesions and 

there’s a higher incidents of severe calcification. So, it is certainly improving the run-off for that 

patient is always important. Using orbital atherectomy to remove the calcium that’s present in 

those lesions is key. 

 

Having the potential now to follow that with the use of a drug-coated balloon, once again gives 

you the option to perhaps improve the outcomes while having the treatment modality that leaves 

nothing behind. And once again, you have the option where you can go back to the referring 

physician and say, we have a treatment modality now that allows you to restore that outflow, 

improve the oxygenation of that foot, using a drug coated balloon perhaps reduce the frequency 

of restenosis and leave nothing behind. Once again, maximizing optionality. So we do think that 

will help us accelerate referrals out of the diagnosing physician practices. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

I just want to check, any questions in the audience? Okay. So another opportunity for you guys is 

Japan. Can you talk about how the size of Japanese market opportunity, what infrastructure will 

you have to establish to address that market? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

So we submitted our show in 2016. We’re expecting approval from the PMDA sometime here in 

the first half of 2017. We’d look for reimbursement approval later in calendar year 2017 and then 

we would be preparing for launch in 2018. The Japan marketplace is a very attractive market. A 

high rate of calcified lesions there and the Japanese physicians are far more likely to do vessel 

prep and to spend more time in preparing each case prior to stenting. So it’s a very attractive 

marketplace for us. It’s about one-third the size of the United States in terms of the PCI, the 

frequency of percutaneous coronary interventions and we will – we just completed an agreement 

with a company called Medikit there. They have about 120 sales rep that call on over 800 

hospitals in Japan, that will accelerate our launch and we expect to see a really strong launch 

there once we get going. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Okay. Larry, may be for you, pathway to profitability as I said, I think you guys should make 

money every quarter, but can you talk about some of the puts and takes to getting there and have 

you guys committed to a timeframe to get sustainably profitable? 



 

<<Laurence Butterley, Chief Financial Officer>> 

 

We haven’t committed to a timeframe… 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Now’s your chance. 

 

<<Laurence Butterley, Chief Financial Officer>> 

 

That will make breaking news. No, but we have been saying that it would take about $55 million 

in the quarter to turn the corner using more of an average operating expense level. We did, as 

Scott mentioned, we did turn profitable last quarter on a little lower revenue, $50 million of 

revenue but expenses were about $2 million lower than what we would normally expect. So, 

given that $43 million plus of operating expense in the quarter which is pretty much a baseline 

right now and we invested in the sales organization, so our SG&A is fairly stable. So we’ll be 

able to leverage revenue growth going forward and drive that to the bottom line and positive cash 

flow which we also turn that corner in the last quarter as well. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Okay, great. May be in the last two minutes we can talk a little – dug a little more deeply into the 

clinical updates, because I think that that’s really important and possibly underappreciated. So I 

wanted to start with ECLIPSE. How do you see that potentially changing – is that something that 

could potentially change practice in the coronary? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

Yeah, thanks for that question, it absolutely is. It is probably it is indeed the largest randomized 

control trial ever performed in atherectomy and the opportunity to compare balloon angioplasty 

which is the standard of care. Standard of care today is using balloon angioplasty followed by 

stenting, that compared now to orbital atherectomy followed by stenting is really an important 

trial. We anticipate that this is the type of study that could lead towards changes in guidelines, it 

will take some time but this is a level one medical evidence trial that certainly has the potential to 

change practice going forward. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

And could you talk about some of the dynamics there, so number of centers and yeah… 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

So we will enroll 60 sites in the United States, 2,000 patients. We will use – the first 400 patients 

will receive OCT imaging and that data will be reviewed and adjudicated by an independent core 

lab. That will allow us to conduct an analysis where we can look at actual level of calcification in 



each arm of the trial and then we also will obviously adjudicate the angio data as well at the end 

for the full 2,000 patients. But the 400 patients should give us some really nice OCT images of 

the quality of OCT – not the quality of OCT, but the quality of atherectomy in these patients that 

receive OCT. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Yeah, and then LIBERTY 360, is that a practice changing study or is that more of a confirmatory 

type study? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

LIBERTY 360 right now we see as a practice changing trial, in particular for those Rutherford 6 

patients because patients that are candidates for amputation today, there’s clear evidence now 

that they should be referred on to get an angio and perhaps to have an intervention. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Is it the type of study that could change guidelines or…? 

 

<<Scott Ward, President and Chief Executive Officer>> 

 

I don’t think so, this is not – the LIBERTY 360 trial is actually a trial that is a longitudinal study 

and it’s not a randomized control trial. It is a trial that will give us proprietary data that we can 

use to power future trials which could certain potentially influence guidelines. 

 

<<Danielle Antalffy, Analyst, Leerink Partners LLC>> 

 

Alright. Well unfortunately, we are out of time. 


