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Operator: You may begin. 
 
Kristen Stewart: Hi. Good morning, everybody, and thank you for joining us for the Barclays Healthcare 

Conference. This is the virtual, I guess, beach-side, fireside, desk-side chat with 
Cardiovascular Systems, Inc. 

 
 This is Kristen Stewart, the medical supplies and device analyst, and I am very excited to 

have Scott Ward, Chairman, President, and CEO, with him. I'm going to turn it over to 
Scott to make some prepared remarks. 

 
 We're going to have time for some Q&A at the end. If you do wish to ask any questions, 

please email me directly – kristen.stewart@barclays.com. You can also chat me, at 
(inaudible), on Bloomberg. So, please feel free to send me any questions. 

 
 With that, I will turn it over to Scott. Thanks, Scott, for joining us. 
 
Scott Ward: Great. Thank you, Kristen. And I have to say this is maybe the first virtual beach-side, 

fireside chat that I've done from the tundra here in Minnesota. But thank you very much 
for having us. 

 
 On behalf of Jack Nielsen, our VP of Investor Relations and Corporate Communications, 

we do want to thank you for everything you've done to pull this off today. It's really been 
quite an effort under some difficult circumstances. So, thank you for still making all of 
this happen. 

 
 For those of you on the line, I am going to be referring to a slide deck that is posted on 

the Barclays website, and it also is on our CSI website, on our IR area. So, if you access 
that you can follow through on slides and I'll refer to the slides as I go through. 

 
 So, just familiarize yourself with our Safe Harbor Statement, of course. 
 
 And as I go through today, I'm going to talk about our efforts to broaden our revenue 

streams, to further accelerate our revenue growth, and also to reach more patients. 
 
 So, moving on then to Slide 3, in July of 2018 you may recall that we introduced our plan 

to transform CSI to become a multi-product, multinational company focused on some of 
the most compelling unmet medical needs in cardiovascular medicine. 
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 And last fall we reiterated our revenue targets at TCT. Our financial goal is to achieve 
revenue of $435 million to $500 million in FY23. And we plan to achieve this goal by 
delivering 10%-plus revenue growth in our core domestic orbital atherectomy business, 
launching over 20 new products to support and expand our leadership in atherectomy, 
and expanding the use of orbital atherectomy outside the United States. 

 
 Now, over the past few years we have assembled a really strong leadership team here at 

CSI. We have deep experience in growing and scaling medical technology companies, 
and we're building this company on a real strong financial foundation. 

 
 Moving to Slide 4, just as a reminder, our Q2 financial results show that our strategy does 

continue to deliver the desired results. Second quarter marked the seventh consecutive 
quarter of double-digit revenue growth. Our core domestic atherectomy revenue 
increased 10%, driven by strong unit growth in both peripheral and coronary 
atherectomy; new procedure support products in coronary helped drive an incremental 
$450 of revenue per coronary device sold; and international expansion contributed $2.4 
million of revenue. So, in total, our Q2 revenue increased 13.5%, to $68.3 million, and 
we raised the lower end of our Fiscal '20 revenue guidance to reflect the continued 
strength in our business. 

 
 Moving on to Slide 5, our worldwide peripheral revenue grew 8%, to $48 million, and 

coronary grew 30%, to $21 million. Gross margins remained strong, at around 80%. And 
we have a strong cash position, with just over $100 million, and no long term debt. 

 
 I'm really pleased with the consistent execution of our strategy. In addition to delivering 

attractive near-term financial results, we do remain positioned to achieve our key growth 
objectives and development milestones in Fiscal '20 and beyond. 

 
 Moving to Slide 6, our key milestones. During the first half of Fiscal '20, we completed 

the acquisition of the WIRION Embolic Protection System. We've shared compelling 
three-year data from our LIBERTY 360 study. We've now certified over 150 
international physicians. We've launched several new products, including our 
exchangeable Orbital Atherectomy System and our nitinol Coronary ViperWire. We 
accelerated the patient enrollment in our landmark ECLIPSE clinical trial. And finally, 
we continue to make progress on our longer-term product development efforts, including 
our circulatory support device and our directional atherectomy product. We believe each 
of these developments positions CSI for sustainable growth in the years to come, and 
we're excited about our future. 

 
 So, in closing – I'll move to Slide 7 – I think we have a great opportunity to build 

shareholder value here at CSI. We're leveraging a really strong core business. We have a 
compelling growth strategy. We're creating sustainable competitive advantage. And we 
have financial strength, the team, and talent to win here. 

 
 So, Kristin, with that, I think I'll just stop and hand it off to you for additional Q&A. 
 
Kristen Stewart: Perfect. That's great. Thanks so much, Scott, for the update. 
 
 I'm going to ask this question. I think the answer is probably "very little," but I'm going to 

throw out the obligatory Covid-19 question. Obviously, a very fluid, dynamic, evolving – 
kind of pick your adjective, if you will, to describe the situation – but what's the latest 
thinking in any impacts on CSI for you? 

 



Cardiovascular Systems 
3/10/2020 - 10:45 AM EDT 

Speaker ID 
Page 3 

 

 

 
 Scott Ward: Well, I think, as you say, we are early in our understanding of the scope and duration of 

Covid-19 and its potential impact on our business and on healthcare really around the 
world. 

 
 The way we frame this is really to look at our deferrable and non-deferrable cases. And in 

coronary, we think most of our cases are probably non-deferrable because we focus on 
treating patients with complex coronary artery disease. And oftentimes, these are patients 
that need immediate care. 

 
 In peripheral, we look at our patients that have critical limb ischemia, and that would be 

most of our below-the-knee patients and other patients. And these are patients that would 
have active wounds, open wounds, and are at risk of amputation. And we really think 
most of those cases are not deferrable, either. 

 
 We have a pretty strong position in office-based labs in the United States. We think that 

could be an important site of care outside of the hospital. 
 
 I guess, just switching back to coronary quickly, as we look at coronary probably our 

Japan business provides the best leading indicator we could look at, and our business in 
Japan has been steady and stable really through February here and into March. So, at this 
point we would say that at least our coronary business looks like it should remain fairly 
stable. 

 
 In terms of our supply chain, we really don't have much supply chain risk. We 

manufacturer orbital atherectomy devices in Minnesota and in Texas; so, we have dual 
supply here in the United States. And we've implemented all of the activities to ensure 
that our employees are safe and that our facilities are safeguarded. We do obtain our 
balloons from OrbusNeich. OrbusNeich produces balloons in Shenzhen, China, and in the 
Netherlands. Their operations in Shenzhen now are back up to almost full capacity. So, 
we're not anticipating any supply chain risk at this time, but of course we'll see how this 
unfolds. 

 
 So, that's kind of a quick overview of, as you say, a pretty dynamic situation right now. 
 
Kristen Stewart: Okay. Perfect. All right. Let's turn to what I think is probably a larger kind of, I guess, 

debate that's out there in the marketplace or maybe concern for investors, which is the 
reimbursement landscape. There seems to be a lot of focus from the investment 
community on this topic. I was wondering if you could just spend a few minutes talking 
about where we are today with the reimbursement system, why people think the codes 
may be looked at, and what this could mean. And maybe just give people a little bit of a 
grounding in terms of today's reimbursement system and maybe a little bit of historical 
perspective on it, too. 

 
Scott Ward: Sure. First, let me just say this is not a very transparent process, and it's complicated and 

has many moving parts. 
 
 In quick summary, I would say that we don't think that – well, let me put it this way. We 

think that any coding changes that may happen would not impact our business for a 
period of, let's say, three to five years. And even then, we believe that the codes as 
currently structured accurately reflect the cost of these procedures. So, if there is any 
impact, it would be out three to five years, and we really don't think there will be much 
impact because we think that the current structure of these codes is appropriate. 
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  Now, if we go back and look at the detail, the last time the endovascular code set was 

opened it was 2007. And at that time, the CPT editorial board decided to establish a 
working group that would examine the procedure terminology that was used to describe 
these endovascular codes. That working group studied and worked for about two years, 
until 2009. The RUC was developed and they determined the cost then of those 
procedures. Then, the codes were reset and implemented that in 2011. So, the process 
started in 2007. The codes were set in 2011. 

 
 Now, we've been operating under those same codes since that time. But as you know, the 

CMS, they update these codes every year. And if we look at the past six years, our 
reimbursement for atherectomy has been very stable. In fact, it's improved about one to 
two percentage points every year over the course of the past six years. So, I think that 
gives you an indication that these codes are probably properly positioned right now and 
accurately reflect the costs required to care for these patients. 

 
 We are dealing with an epidemic in the United States, and it is a major challenge. CMS 

and others, we have to determine how to manage peripheral arterial disease. But when 
you have an underlying market that's growing at a rate of 8% or 9%, it is very difficult. 
And I think all of us are challenged to find more efficient and effective ways to care for 
these patients. 

 
 So, I'll stop there and see if you have any other questions regarding the codes. 
 
Kristen Stewart: I guess, just in terms of the dynamics, maybe you could just speak to some of the 

differences, I guess, in terms of the different types of patients that you treat in terms of 
your patients being a little bit more kind of on the higher risk side and, I guess, versus – 
and higher costs, I guess. What gives you the confidence that there wouldn't be some sort 
of adverse change for you if these codes are opened up? 

 
Scott Ward: So, most of our patients – we generally focus on treating patients that have long, severely 

calcified lesions. So, those would be lesions that would be greater than 100 millimeters in 
length. Our patients oftentimes have chronic total occlusions. They have more distal 
lesions. So, our lesions can be closer to the tibial arteries and below the ankle. And these 
are the patients that oftentimes are classified as critical limb ischemia or Rutherford 456-
type classified patients. 

 
 Now, these patients typically have open wounds. They may be at risk of developing 

infections and sepsis. They oftentimes are the patients that can be candidates for 
amputation. So, these patients are typically much more expensive to care for and they just 
have a higher disease burden. So, that is our patient population that we focus on. We 
focus on this patient population that is more difficult to treat and has more severe lesions. 
And that's a major reason why we think that if these codes are reopened it's very possible 
that reimbursement – in particular, for CLI patients – will increase. And certainly, we 
would be advocates for that. 

 
 But yes, that's the difference in our patient population, let's say, versus the less-affected 

PAD patient population. 
 
Kristen Stewart: Right. Okay. And then, I guess, just in terms of, I guess, this dynamic with – I guess 

you're saying basically that you don't think it would take kind of this three- to five-year 
period. I guess, how confident do you think it is that it will be this long? And I guess, 
why couldn't it be something sooner? Is it just kind of history is the best guide, I guess, 
towards that? 
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 Scott Ward: Well, it's all we have. And like I said, this is not a terribly transparent process. 

 
 I guess if I really take it down to the micro level, there are three of these CPT editorial 

board meetings every year. One has already occurred, in February. The next one is 
scheduled for May; that agenda comes out later this week. But that meeting coincides 
with the SCAI meeting. So, we don't think this would be on the agenda for May, but we 
don't know. The next meeting would be October, and the agenda for that meeting is set in 
July. 

 
 At this point, we have no reason to believe that the endovascular code set will be on any 

of the agendas for any of those meetings. If not, these meetings occur again next year: 
February, May, and October. So, they can always be reviewed, and that risk has always 
been out there for our business. And I suppose it's there for any of the endovascular 
businesses, because this is not just about atherectomy; it would be opening the whole 
endovascular code set. 

 
 I should note that the medical societies are not always advocates for reopening these code 

sets because it's a zero-sum game and everything can change. And so, generally speaking, 
people are adverse to that type of change because it changes the economics of care and 
they don't necessarily want to see it happen. 

 
 So, there's many forces at work here – some are positive and some are not so positive – 

but there's no way for us right now to predict with certainty when this would come about. 
 
 You mentioned earlier that, yes, history may be the best guide. And if we look back to 

2007, it was four years from the time they opened the codes to the time they made it – to 
the time the changes were implemented. At the very earliest, it would be three years right 
now. So, we're kind of in that three- to five-year category. I just don't know. 

 
Kristen Stewart: Yes. Okay. I guess, let's shift gears a little bit. You guys are currently enrolling in your 

ECLIPSE trial. Can you maybe just help us frame what that trial could mean longer term 
and when you would expect to see the outcomes for that trial? 

 
Scott Ward: Sure. So, just as a reminder, the ECLIPSE clinical trial is a large-scale, randomized, 

controlled trial involving 2,000 patients with severely calcified coronary lesions. The trial 
is designed as a one-to-one randomization of orbital atherectomy versus conventional 
angioplasty. 

 
 There are two primary endpoints. The first primary endpoint is immediately post-PCI, 

and that is measuring in-stent MSA – or in-stent minimum stent area – just the volume of 
the lumen that is created. And that's measured using imaging. And it's measured in a 500-
patient sub-study. So, that is an acute endpoint. Then we also have a clinical endpoint: the 
second primary endpoint is target vessel failure, or TVF, at one year. So, those are the 
two primary endpoints. 

 
 The trial is really designed to try to generate Level 1 evidence that could impact 

guidelines and really drive the adoption of orbital atherectomy for the treatment of these 
severely calcified lesions. 

 
 We anticipate that – we currently have about 1,300 patients enrolled. We've been 

enrolling now over the past several months at a rate of about 50 patients a month. And at 
that rate we would expect to complete enrollment in about a year. That would mean that 
the clinical endpoints would be reported in 2022. And so, it's at that time that we think 
the results of this trial, if favorable, would really drive the growth of our business. 
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Kristen Stewart: Okay. Perfect. And then I think one of the other trials that you guys were enrolling and 
actually expected data for was the REACH PVI trial, and that was expected in May to be 
presented. And since conferences are being canceled left and right at this point and who 
knows what will happen to conferences in May, I guess, what would happen to the extent 
that there is no forum for that data to be presented? And I guess maybe it would just be 
press-released at that time? I don't know if you guys have even thought through that. 

 
Scott Ward: Boy, that's a good question. I haven't necessarily thought through that. Obviously, we 

would issue the information and get it out there and probably do so in some way where 
Dr. Lodha, who is our PI for that trial, would have the opportunity to present the data. I 
suppose we could do that in some form of virtual forum, not unlike what we're doing 
here. There will be something that will evolve, and we just don't know how this will 
shape up over the course of the next few months. 

 
 But the REACH PVI trial is a really important study for us, because due to the low 

profile of our product we really have this unique ability to treat peripheral arterial disease 
via the radial artery. And radial access has been demonstrated, particularly, in coronary 
applications as really resulting in much lower bleeding complications. So, we're really 
excited about this. And we see strong adoption of our product for radial use now. 

 
 And REACH PVI is a trial that is designed really to assess these acute clinical outcomes 

and examine how the safety and efficacy, the complication rates, the time to ambulation, 
some of these really important metrics for peripheral arterial disease and for the use of 
this product in PAD. 

 
 So, we're excited to get that data out there. Right now we're kind of anticipating doing 

that at the NCVH conference at the end of May. But like you said, we'll wait and see how 
this Covid-19 affects these conferences, but we'll see. 

 
Kristen Stewart: Yes. And any update on your support pump program? I know it's a little further out. 
 
Scott Ward: So, our circulatory support device, we continue to work closely with the FDA and are 

engaged in the pre-Sub IDE meetings for that. We continue to target our first in-human 
use in Fiscal '21, and that's very consistent with what we've disclosed previously. 

 
Kristen Stewart: Perfect. Then, in the last few minutes I just want to kind of turn more to the longer-term 

financial outlook. In terms of the long-range plan, you've outlined some pretty robust 
targets, I guess I'll say. For the FY '19 to '23 period, you've targeted 15% to 18% sales 
CAGR. You've talked about launching 20 new products by Fiscal '23. You've already 
launched a fair number of those; so, you're on your way there. Just how do you feel 
about, I guess, getting to that sales growth target and kind of the margin targets and just, I 
guess, progress in meeting those objectives at this point? 

 
Scott Ward: Yes, that's great. So, I do think our recent performance really gives us confidence that we 

can achieve these longer-term financial goals. As you described, the plan that we laid out 
in 2018 depends on us achieving that 10% growth in our core atherectomy business, 
where we want to drive higher revenue per procedure using our support products and then 
of course introducing orbital atherectomy in international markets. 

 
 So, as you look at the last seven quarters now, we've delivered that double-digit growth 

here at CSI. And so, that does give me confidence that we can continue to roll this out. 
Our growth strategies are built more like a sediment chart, where we're just layering in 
these new products, layering in each of these advances, and each of them kind of 
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 contribute growth over time. So, I think the past here is a good indicator of the future, 

and we feel good about our position to just continuously sustain this growth, going 
forward. 

 
 Of course maintaining strong gross margins is also an important part of our strategy, 

especially as we continue to make large investments in research and development. And 
even as we've increased the revenue contribution from lower-margin international 
revenue and some of our distributed products, we still have sustained above-market gross 
margins and really sustained our margins now in that 80% range. So, I feel good about 
that. 

 
 As you said, our R&D pipeline is strong, and the investments that we've made in new 

products and clinical evidence are also going to drive revenue growth in the years to 
come. And we have now launched nine of the 20 products that we plan to launch by 
2023. So, we're just about halfway there. And some of these products like our directional 
atherectomy device and our circulatory support products are really products that are 
probably going to drive our growth in the years beyond 2023, as we don't really have 
much revenue for those products in our plan and they would be more contributing in the 
next wave of growth. 

 
 So, we continue to manage our company to be cash flow breakeven, and we have a real 

strong balance sheet. And so, we feel good that we're in a good place right now, and I 
think we have confidence we can sustain this growth, going forward. 

 
Kristen Stewart: Perfect. I guess we've just got, I guess, two minutes left, according to my clock here. 
 
Scott Ward: Okay. 
 
Kristen Stewart: Any, I guess, closing remarks that you might want to just leave with the audience here, I 

guess, to wrap it up? 
 
Scott Ward: Well, no. I think, actually, the way we just did was great. I think we have a sustained, 

good, seven consecutive quarters of growth here and I think we're in a good position to 
keep that going, going forward. 

 
 So, thank you for having us on the line, and thank you for setting this up, Kristen. Really 

appreciate it. 
 
Kristen Stewart: Perfect. And thanks, everyone, for their patience and understanding and flexibility for the 

conversion over to a virtual format. We really appreciate everyone's time for today, 
especially, for yours, Scott – and Jack, as well – especially for this last-minute 
conversion. 

 
 So, thanks, everybody. I hope you have a great rest of the day. And everybody, stay safe 

out there. Thanks very much, everyone. Take care. Bye, bye. 
 
Scott Ward: Thank you. 


