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SECTOR — MEDICAL DEVICES
 TWST: Let’s start with an introduction to your company. 
Can you tell us about its history, its origins and where you are today?

Mr. Thramann: The company started out of the research labs 
at the University of California San Francisco. There’s an investigator there 
by the name of Jeff Lotz. He’s a guru in the spine space, and particularly 
the spine research space. Jeff was working on identifying biomarkers that 
correlate with pain in the lumbar disc.

He helped developed the core science, which was then spun out 
as a company originally called Nocimed. This began the process of turning 
the science into an early product. Once the R&D phase was completed and 
we were ready to move into commercialization, we changed the name to 
Aclarion and underwent a Nasdaq IPO to raise the capital necessary to 
begin the commercialization process. That is where we are now.

TWST: So it’s been about seven months since your IPO. 
Why was this year the right time to make that move?

Mr. Thramann: It really was about our cap table and how the 
company had been funded prior to the IPO. No institutional dollars had 
been invested in the company. It was primarily funded by early-stage 
individual investors — a lot of physicians who are focused in and around 
the spine space. When it came time to get access to the capital necessary 
to commercialize, we looked at all the opportunities that were available 
and concluded that the public route was our best option. We went out in 
April of this year.

TWST: How have you seen the business dynamics change 
since the IPO?

Mr. Thramann: The IPO dollars are all about driving a 
commercial process. In conjunction with the IPO process, we rebuilt the 
management team to focus on commercialization. Brent Ness, our CEO, 
has a strong commercial health care background and has been leading the 
team through a very focused process of bringing our lead product called 
Nociscan to standard of care.

The space we are in is about using augmented intelligence 
algorithms to make better clinical decisions on how to treat people. We 
are a platform technology company with an initial focus on low back 
pain. There have only been a couple of companies that have gone through 
the process of getting reimbursement codes from the CPT committees 
for augmented intelligence algorithms and pushing them down the 
commercialization road to secure reimbursement — HeartFlow, Cleerly, 
and Viz.ai. All three companies have very big valuations now.

And Brent, the CEO of Aclarion, was actually an early 
commercial driver in both HeartFlow and Cleerly. Brent had worked 
for me before in a previous health care company where he was my 
president. I asked him if he wanted to join the Aclarion team as we went 
through the IPO process and then lead the commercialization effort. 
Brent jumped at the opportunity.

TWST: What do you think investors should understand 
about your revenue model and how that’s part of your broader 
business strategy?

Mr. Thramann: I talked about us transitioning into a 
commercial entity. To be a commercial entity in this space you need 
Category III CPT codes that providers can actually bill. Without those 
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Category III CPT codes, nobody can send a bill to the insurance 
company; you are essentially stuck with a patient-pay model. That’s the 
model we have been stuck with up until the IPO.

Our big focus since the IPO is driving those CPT codes to the 
payers, and the way we do that is by engaging key opinion leaders. These 
are surgeons that are very well known throughout the country, and in this 
space, many of them sit on the national societies that help make policy 
decisions around best practices. Many KOLs are also at big institutions 
that have powerful relationships with the payers.

Since the IPO, we’ve really been focused on the process of 
engaging key opinion leaders. Our goal is to have 10 KOLs committed 
by the end of the year. We’ve put out press releases so far on six that have 
joined and are working through the paperwork on the remaining four.

The goal is to get the KOLs on board and have them start 
evaluating the technology through various clinical studies related to their 
practices. This results in codes getting submitted to the payers, and the 
company, along with our KOL physicians, having a discussion with the 
payers to assign a reimbursement amount to those codes.

Once we get a reimbursement amount associated with our 
codes in one area, we then put feet on the street and start driving more 
surgeons in that area to use the technology. Eventually, we move these 
Category III codes to Category I codes, which is the end goal for driving 
the full commercialization process.

TWST: And at this point, what contributes most to your 
bottom line?

Mr. Thramann: We are pre-revenue right now, and we haven’t 
put out revenue guidance. What is going to contribute most to the bottom 
line is driving these KOLs to the table, and then building out more 
surgeons through commercial arrangements once we have a foothold in 
a particular market. So that’s what you’ll be seeing, and the catalysts that 
we’re pointing investors to are really signing up these KOLs for right 
now and then executing commercial agreements.

Eventually we’ll be talking about payer contracts, and then 
you’ll start to see reimbursement. But prior to that, it’s going to be all 
about scan volume — how much scan volume growth are we seeing. 
And when you start to see scan volume growth, although there may not 
be dollars associated with that scan volume just yet, as we get those 
payer contracts that assign dollars to our codes, that transitions scan 
volume into revenue.

TWST: Aside from the IPO, what would you say were the 
most important milestones for the company this year?

Mr. Thramann: Building the management team — bringing in 
Brent and his team. When we decided to go the IPO route, we transitioned 
from an R&D organization, brought in a new management team, a new 
CEO, a new CFO.

My background is that of a fellowship-trained spine surgeon. 
I wound up inventing some medical devices and started a big medical 

device company that sold to a public company. I’ve been creating 
health care companies since and have taken six health care companies 
from zero to exit.

As the Executive Chairman of the Board, I have a 
strong operating role in conjunction with Brent. Brent brought in 
John Lorbiecki as our CFO. Those two worked together in their days 
at Medtronic. John ran a couple of divisions within Medtronic as 
their CFO. Ryan Bond is another key executive on our team. He was 
previously with Nocimed, the predecessor to Aclarion, and Ryan is 
running our strategic initiatives. He has a ton of relationships in the 
space and is also overseeing our clinical strategy, which is key for us to 
move through the reimbursement process.

So not only is it getting the KOLs on board, but then we have 
to lead with overwhelming clinical evidence, which is what we’re doing 
through our initial core publication in the European Spine Journal as well 
as a number of additional clinical trials we are executing upon, including 
two major NIH studies.

TWST: Can you talk about your participation in the NIH 
study of chronic lower back pain opioid addiction?

Mr. Thramann: The NIH has an initiative called HEAL. 
It stands for Helping to End Addiction Long-term and they’ve got a 
budget of about $150 million. It is really the NIH’s effort to address 
the opioid crisis.

When they looked at the opioid crisis, they discovered that 
low back pain is a huge problem in the United States and worldwide 
— I mean, there’s 266 million people worldwide impacted by low back 
pain. It’s the number-two reason that opioid prescriptions are written. It’s 
the number one-reason for addiction, because the other leading cause of 
opioid addiction is cancer pain, which is unfortunately often terminal. 
Since low back pain is not terminal, these patients go on to have longer 
term opioid use which leads to addiction.

When the NIH looked at that, they said, “We want to direct our 
dollars to understanding low back pain better.” What they were really 
looking at is that right now when a patient comes in with low back pain, 
everybody essentially gets the exact same treatment. We have no way 
of really segregating this population into specific subgroups of patients 
that do better with specific treatments. The NIH said, “OK, let’s look at 
all these things we could measure in a patient, so that we can break them 
up into specific subgroups, and then we can customize our treatments, 
personalize the treatments to those patients.”

There was an initial study called BACPAC that started a few years 
ago. We’ve been involved in that from the beginning. And that was designed 
to find out which biomarkers are the ones you really want to focus on to 
delineate patient populations. BACPAC was just recently followed by a study 
called BEST. It stands for Biomarkers for Evaluating Spine Treatments. With 
the BEST study, we were chosen as one of the technologies that is going to 
help determine what study group the low back pain patients go into.

“Once we get a reimbursement amount associated with our codes in one area, we then put 
feet on the street and start driving more surgeons in that area to use the technology. 
Eventually, we move these Category III codes to Category I codes, which is the end goal for 
driving the full commercialization process.”
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In that BEST study, they’re going to be looking at our 
technology and asking, “OK, which discs are the problem and does our 
technology help identify patients that go into a particular subgroup of 
patients who do better with a particular treatment.” If that works, it’s 
going to be excellent for us because we’ll become sort of a standard of 
care for identifying which treatment group patients should go into at the 
earliest stages of having low back pain.

The hope is that as patients get directed into the optimal 
category of treatment for them, they will wind up having better results 
than what we are seeing today by treating everybody the same. That’s the 
whole goal of the NIH effort.

TWST: Can you tell me about your platform, Nociscan? 
You say that it’s uniquely positioned to address unmet needs in the 
spine market to help physicians better determine treatment strategies 
and improve patient outcomes. Why is that so?

Mr. Thramann: So right now, if you’re a surgeon — and 
remember that was my background; I was a spine surgeon — when a 
patient comes to you with back pain, you’re typically looking at an MRI. 
An MRI is an image. It tells you what the spine looks like.

There’s going to be changes on that MRI as you age and those 
changes may be painful, or they may be completely normal. There’s 
really no way to know if a disc is painful or not just by looking at an 
MRI. So, if you’re trying to understand what is causing pain, you really 
need to understand the chemical makeup of the tissue you’re looking at. 
That’s exactly what our technology does.

When a patient has an MRI, we run a sequence called an MR 
spectroscopy. The big difference between spectroscopy and imaging is 
imaging gives you something to look at whereas spectroscopy gives you 
information about the chemical nature of the tissue.

Our technologies analyze the raw data that comes to us through 
the cloud directly from the MRI scanner. We process it, and we identify key 
biomarkers. These are the same biomarkers that were being researched in 
the lab at UCSF to correlate biomarkers with disc pain and represent the core 
science of Aclarion. These biomarkers are tied to the pathophysiological 
mechanism of disc pain. We identify those markers. We put them in our 
algorithm, and then we tell the surgeon which discs our algorithm identifies 
as painful, and which discs our algorithm says are not painful.

We did a clinical study that was published in the European 
Spine Journal in 2019 where we looked at a group of patients that were 
treated by a single surgeon. He operated on these patients as he normally 
would. All the patients had a Nociscan done but the surgeon did not see 
the Nociscan results prior to surgery.

After surgery, we looked at how these patients did. When the 
surgery treated the discs Nociscan said were the painful discs, 97% of those 
patients got better as evidenced by reaching the study criteria for significant 
clinical improvement. In the other group, where surgery was done at levels 
that didn’t match what our technology said, only 54% did better.

So that’s really what we’re going after. We’re after 

improving clinical results for these patients. Because when you have 
much better results like what we demonstrated in the study, you avoid 
all the suffering and cost associated with the people that didn’t do 
better in that 54% group.

The patients who don’t improve after surgery typically go 
on to have repeat therapies, more surgeries, more interventions, and 
they become very, very expensive, and they have very poor outcomes. 
So that’s what we’re trying to avoid by using our technology to help 
optimize the first surgery.

TWST: What are some other clinical trials you have 
coming up?

Mr. Thramann: We have a number of clinical trials besides 
BACPAC and what’s important to know about the NIH studies, both 
BACPAC and BEST, is that we actually get reimbursed for those studies. 
So that’s revenue generating. It’s not a cost to us.

We have one study that’s being done, and one that’s 
about to be published, that are related to looking at our technology 
compared to discogram. The reason we’re doing that is there is 
a gold standard right now to identify whether a disc is painful or 
not, but it’s an invasive procedure and it actually damages the disc 
because it involves sticking a needle into the disc. Because of this, 
discogram is falling out of favor.

If you have to have a discogram, a needle gets stuck in the disc, 
the examiner then pressurizes that disc and they’re talking to you, so you 
have to be awake for this, which is not very pleasant. You are talking back 
and forth with the doctor about whether the pain the doctor is creating by 
pressurizing the disc is mimicking the pain you feel in your back when 
you are having a pain episode. If the two types of pain are the same, the 
doctor says, “OK, this disc is painful.”

What we’re doing is essentially replacing that invasive, 
subjective, and painful process with a non-invasive alternative where 
you just get an MRI with a spectroscopy sequence. We get better data 
than a discogram because our technology looks for the biomarkers 
associated with the pain pathway in a disc. Nociscan is half the cost of 
discography and it’s non-invasive. So, we’re coming into the market with 
that capability while discography is falling out of favor.

TWST: You’ve touched on this, but what would you say 
are your priorities for the next year or two? And what would be the 
benchmark for success for that time frame?

Mr. Thramann: The strategy is very focused. It’s really about 
bringing key opinion leaders into the company and starting to drive 
code volume downrange, so the insurance companies start seeing these 
codes. Once the payers see the codes coming into their system, that starts 
a conversation about why the doctor is using the technology, why it is 
important to them and how it is driving better patient outcomes. We then 
leverage our clinical data to argue for payment.

We talked about a couple of those clinical trials, such as the 
NIH trial, and discography comparison trials. The reason the discography 

“There’s really no way to know if a disc is painful or not just by looking at an MRI. So, if you’re 
trying to understand what is causing pain, you really need to understand the chemical 
makeup of the tissue you’re looking at. That’s exactly what our technology does.”
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trials are important is because discography is already getting paid, so it’s 
easy for us to come in and say, “You’re already paying for discography. 
We have a non-invasive that’s half the cost and gives better data. Give us 
a payment that’s similar or less than what you’re paying for discography.”

We’re going to layer in additional trials next year. We have a 
big multi-center prospective randomized trial called CLARITY, which is 
designed to show definitively that using our technology to decide what 
discs to operate on helps provide better outcomes. So, it’s essentially 
the study we already published, but now we’re going to do it big in a 
prospective manner and we’re going to do it across multiple centers. 
We’re planning to bring in a well-respected principal investigator and 
major institutions to participate in that trial.

So, it’s just a combination of getting the KOLs involved, 
driving codes downrange and supporting those codes with clinical data 
that’s coming from all our trials.

TWST: And what would be the most important thing you 
would want a potential investor to know about the company?

Mr. Thramann: I think the most important thing to know 
is that we’re addressing a huge problem and coming in with a new 
technology, a non-invasive diagnostic that has really high margins. It’s a 
high-margin business and the other companies that have been down this 
path so far have successfully built a large amount of value.

For example, HeartFlow, their last round of capital valued 
them at about $1.5 billion post money and that was in 2018. You have 
Viz.ai. Their last round of capital, which was just this year, valued them 
at $1.5 billion post funding. And then you have Cleerly, which just raised 
somewhere around $200-plus million; it was not disclosed what the 
valuation was, but we expect that was a beneficial round for them.

So, we’re following the same path with the same type of 
codes, although specific to Nociscan, and trying to build the same 
value for shareholders.

Although we’re the fourth group coming down the road 
with augmented intelligence CPT codes, we’re the first group coming 

down that path that is addressing low back pain. Low back pain is 
a bigger market than what our predecessors are addressing. I talked 
about 266 million people worldwide being impacted. In the United 
States alone, neck and low back pain is the highest-cost diagnosis at 
$134.5 billion a year. The number-one cost diagnosis, the number-
one diagnosis for disability, the number-one diagnosis for workers’ 
compensation claims.

It’s a really, really big problem that we’re addressing, and we’re 
coming at it with a really unique technology with very high margins and a 
clear path to turning that into revenue generation.

TWST: And before I let you go, is there anything else you 
wanted to mention?

Mr. Thramann: I think you have covered most of the key 
topics. We keep an updated deck on our website, and we tell our story 
through our press releases and investor presentations at conferences. 
So for investors, we focus our materials on the key catalysts, and as I 
mentioned, those start with our KOLs for this year. Then it’s going to 
turn into scan volume for next year, which is going to be a big metric that 
we report on. And then, it’s going to be assigning payment to those scan 
volumes and seeing how that translates into actual revenue.

TWST: Thank you. (CJ)
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