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About SetPoint Medical 
SetPoint Medical is a privately held 
biomedical technology company dedi-
cated to treating patients with debilitat-
ing inflammatory diseases using pro-
prietary implantable neuromodulation 
devices. SetPoint’s approach is in-
tended to offer patients and providers 
an alternative approach for the treat-
ment of RA and other chronic inflam-
matory diseases with less risk and 
cost than drug therapy. SetPoint’s 
novel platform consists of an implant-
able miniature neuromodulation de-
vice, wireless charger and iPad pre-
scription pad application. The system 

uses vagus nerve stimulation to acti-
vate the body’s natural Inflammatory 
Reflex, which produces a potent sys-
temic anti-inflammatory effect. 
 

Interview conducted by: 
Lynn Fosse, Senior Editor 

CEOCFO Magazine 
 
CEOCFO: Mr. Arnold, what is the con-
cept at SetPoint Medical? 
Mr. Arnold: The idea of SetPoint is to 
use neuromodulation or electrical sig-
nals to control or mediate inflammatory 
diseases. That is what we are about, 
in a nutshell. 
 
CEOCFO: Has neuromodulation ever 
been used in this area before and if 
so, what have you figured out or what 
are you working on that is different, 
easier, faster, better or more effective 
than other methods? 
Mr. Arnold: We are the only ones that 
have used this type therapy to treat 
inflammation. Neuromodulation has 
been used to stimulate the vagus 
nerve before. However, it has been 
used to treat things like epilepsy and 
headache. We are using it for some-
thing quite different. We are using it to 
treat inflammatory diseases, such as 
RA and Crohn’s disease—much larger 
markets. These are our first targets. 
Those diseases have never been 
treated with neuromodulation. What is 
different from everyone else and from 
other neuromodulation companies in 
particular are the indications we are 
going for and the fact that we stimulate 
for a much shorter time than other 
neuromodulation modalities do. It is 
different from the pharmacologic solu-
tions in that we believe we have com-
parable efficacy, from what we have 
seen clinically this far. However, we do 
not anticipate having the adverse, po-
tentially devastating side effects asso-

ciated with the biologic pharma solu-
tions used to treat inflammation. 
 
CEOCFO: What was the thinking? 
Why did you look in this direction? 
Mr. Arnold: This came about from our 
founder, Dr Kevin Tracey, MD at the 
Feinstein Institute, as kind of an inci-
dental discovery as far back as about 
2000. He spent years doing very care-
ful studies and work in the lab to figure 
out how the mechanism worked. In 
other words, to learn principally that 
the brain controls inflammation in the 
body. This was a new finding. In high 
school biology, most of us learned that 
inflammation happened with your au-
tonomic nervous system at the prehe-
perial level and the brain had little or 
nothing to do with it. What Dr Tracey 
discovered was that not only did the 
brain have something to do with it, but 
he spent the time to define the path-
way; what this inflammatory reflex 
looked like. Once he figured that out, 
that it used this main nerve between 
the brain and all the organs in the ab-
domen, all he had to do was figure out 
how to deliver therapy along that 
pathway. He patented those things 
and found that electrical signals along 
the vagus nerve can be used to very 
effectively restore a balance to the 
immune system to mediate inflamma-
tion. Like so many things, it was not 
something that he postulated early on, 
and he did not go into his research 
saying “I am going to go do this.” It 
was an incidental finding followed by 
rigorous science that led him to the 
conclusion that this can work and work 
very effectively for patients. 
 
CEOCFO: Where are you in the de-
velopment process? 
Mr. Arnold: I am going to take you 
down two paths; the development of 
the product and the development of 
the clinical therapeutic side of the 
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science. We have a beautiful, novel, 
neuromodulation device. It is roughly 
eight millimeters in diameter. It is 
about an inch or 25 millimeters long. It 
is a very, very slick little device. All of 
the fundamental development is done: 
the chip and the board and the her-
metic capsule. If you held it in your 
hand you would look at it and say, 
“That looks ready to go.” The software 
is being developed now. All of the 
safety testing is being conducted right 
now. Therefore, we are about 18 
months away from having that device 
ready for clinical use. Clinically, we 
have done extensive work at the 
Feinstein Institute in animal and labor-
atory models that showed this ap-
proach to produce similar efficacy to 
the most successful drugs out there. 
Toward the end of 2011, we received 
clearance in Europe to take the thera-
py into the first human clinical study in 
rheumatoid arthritis. It was very suc-
cessful. We are now seeking approval 
and expect, within the next 
few months, to go into a 
comparable study focused 
on Crohn’s disease. Once 
we complete that study, we 
will evaluate which of those 
has the best market poten-
tial and the best economic profile to 
take to commercialization. We will take 
at least one of those therapies on to a 
randomized trial. 
 
CEOCFO: Has the medical community 
been paying attention or has there 
been some skepticism? 
Mr. Arnold: For the academic medical 
profession, they were skeptical back in 
the 2007, 2008 and 2009 period. 
Largely today, many if not most in the 
academic community have come 
around to saying that it is pretty ob-
vious that this works. That is because, 
not only has Dr Tracey done it, written 
about it and proved it, it has been 
proven in a number of other centers 
around the world independently and 
within our own recent RA clinical trials. 
Therefore, those academics who are 
in the know have largely said, “Yes, 
this definitely works. We do not know 
how effective or how robustly; but 
there is no doubt there is a pathway 
here that works.” If you were to go and 
ask your local rheumatologist about it, 
one who goes to few medical confe-

rences and reads some of the litera-
ture, I would guess there would still be 
substantial skepticism about this ther-
apy. However, we are crossing that 
barrier right now, from just us believing 
as kind of evangelist, if you will, to a 
wide array of academics saying, “Not 
only does it makes sense, but now we 
see how it works. It is a sensible thing 
and we should have seen it before.” 
 
CEOCFO: What is the market oppor-
tunity in the two different areas? Does 
that factor into your decision on which 
way you will go, initially? 
Mr. Arnold: It does factor in the deci-
sion. That is one of many factors, but 
that is certainly an important one. We 
have hired some excellent researchers 
to help us quantify that market oppor-
tunity; people that have launched anti 
rheumatic drugs, the biggest drugs in 
the world. We have said, “Look at our 
profile and help us define market op-
portunities.” We asked them to look at 

one-, three- and five-year forecasts for 
what real sales could be, using the 
best available data out there and com-
paring that to launches of the pharma-
cologic agents that would be competi-
tors. When we looked at it we figured 
that in rheumatoid arthritis (RA) or IBD 
(which is Inflammatory Bowel Disease, 
including Crohn’s Disease and Colitis) 
five years out either of these stand a 
real potential to be one billion dollars 
in annual sales, and still enjoying rapid 
growth. Therefore, if a big pharma 
company could launch two indications 
simultaneously in multiple geogra-
phies, I think it is very realistic to as-
sume that this could be two billion dol-
lars a year, five years out and growing 
rapidly. Although there is more ulti-
mate potential in RA, there are many 
fewer competitors in IBD. There are 
fewer drugs or biologics approved for 
IBD treatment. We believe that means 
that though the market potential for 
IBD is smaller we would capture more 
of that market, faster than we would 
the RA market. 
 

CEOCFO: Is there a point where 
people should know that this is a pos-
sibility and be looking for it or asking 
for it or is that so far down the line that 
it would be unimportant now? 
Mr. Arnold: That is a very good ques-
tion. The unfortunate reality is that 
these patients, even ones who have 
been treated with biologics, many of 
them are desperate. Because we are 
still early in the clinical testing process, 
right now we want to capture the atten-
tion of academics, investors and po-
tential business partners. Though we 
are focusing only on these audiences, 
it is relatively hard to keep the compa-
ny out of the public’s eye. We are try-
ing to prevent the public from getting 
excited about SetPoint too early, be-
cause our therapy is not yet ready for 
public adoption. Inevitably, patients 
and the public will find out about Set-
Point’s therapy, probably earlier than 
we would like. We are now receiving 
three to four calls a day from patients 

saying, “I want the therapy. I 
am ready right now and I am 
willing to take the risk! 
Please enroll me in the ther-
apy!” We do whatever we 
can to talk to those patients, 
but we have to tell them, “It 

is just way too early. We are many 
years from the US FDA approval. To 
even forecast what might happen 
would be irresponsible at this point. Be 
patient, check in once a year and but 
we are a long way away.” That is how 
we are handling that, today, along with 
working to move our therapies forward 
as quickly and safely as possible. 
 
CEOCFO: How does the device work? 
It is in someone’s hand, now what are 
they going to do with it to get a result, 
ultimately? 
Mr. Arnold: This device is comprised 
of two major components. The first 
component is the small device that 
gets implanted in the patient’s neck. It 
is about a 45-minute surgical proce-
dure in which the surgeon exposes the 
vagus nerve. The surgeon puts the 
device against the vagus nerve and 
then closes the patient up. When that 
small incision of a little over an inch 
long heals, the doctor bring the patient 
in and they use an iPad to communi-
cate with the device. The second 
component of our therapy, iPad soft-

“We hope provide physicians an entirely new 
toolset to use in treating patients with inflam-
matory mediated disorders and give patients a 
choice with comparable efficacy and without 
the devastating side effects.”- Anthony Arnold 
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ware, is in development right now. The 
physician would open the app on the 
iPad and the iPad would communicate 
to the implanted device. Then the phy-
sician would write, in essence, a pre-
scription for that patient. It is an elec-
trical prescription that looks to the 
physician much like a drug prescrip-
tion. They would go in and say, “I need 
a strength of .75 milliamps, delivered 
one time per day, at nine a.m. every 
morning.” Then the implant in the neck 
of the patient would faithfully execute 
that command set, that prescription. 
Every day it would turn on at nine a.m. 
and it would deliver, for the sake of 
argument, one or two minute’s worth 
of dose to the patient. Then it would 
turn back off and go to sleep till the 
next day at nine a.m. It would continue 
to do that until the program was 
changed. That electrical stimulus down 
the vagus nerve would signal the body 
to maintain its regulation of inflamma-
tion in the immune system. It essence, 
it would tell it, “Slow down, let us not 
get out of control.” With each stimulus, 
the device will help the body maintain 
the immune system close to its base-
line or “more natural” state and help 
keep it out of its overactive state. Dr. 
Tracey showed interestingly that pa-
tients that have inflammatory autoim-
mune disorders tend to have very poor 
tone in their vagus nerve. The signals 
down this nerve tend to be inactive or 
underactive. Therefore, in that sense 

we are just adding signal back into the 
natural system. We are using the 
body’s natural mechanism to turn the 
governor back on, so the patient has a 
more normal level of inflammation. 
 
CEOCFO: Why should investors and 
people in the business community be 
paying attention to SetPoint Medical? 
Mr. Arnold: At this point the answer is 
similar for both the investment com-
munity and the medical community.  I 
have been in medical devices a long 
time, but SetPoint stands a very real 
chance of being that “game changing” 
therapy. The premise that we operate 
on redefines some of the fundamental 
science around inflammation. As we 
discussed before, when we were in 
high school and we took biology when 
we were taught that inflammation was 
autonomic; that it happened without 
central awareness in the brain. Set-
Point and the science behind the ther-
apy show that these outdated learn-
ings are not correct. There is a central 
component of inflammation. That cen-
tral component can be tapped into to 
treat a host of immune diseases that 
probably costs the global healthcare 
system as much or more as any other 
disease. It is up there with heart dis-
ease. Though we are looking at RA 
and Crohn’s today, there are many 
other diseases driven by inflammation. 
Atherosclerosis is driven in part by 
inflammation. Asthma is driven by in-

flammation. Certain types of diabetes 
are driven, in part, by inflammation. 
Metabolic disorders are driven by in-
flammation. I have an online search 
alert set to look for news about in-
flammation, and every day I see new 
discoveries in some part of the world 
about inflammation driving diseases 
we had not attributed to inflammation 
in the past. Assuming this therapy con-
tinues to prove successful in RA and 
IBD, we stand very real chance of 
modifying the way millions and millions 
of patients around the world are 
treated and we hope to treat them at a 
much lower cost. It is important to re-
member that the biologic drugs used 
today have rare, but devastating, side 
effects and cost the payers thirty to 
thirty-five thousand dollars per year. 
Over a 10-year course of therapy, if 
you compare a biologic course with 
SetPoint’s inflammatory reflex therapy, 
SetPoint’s therapy would break-even 
in less than two years and the remain-
ing eight years would essentially be 
free. We hope provide physicians an 
entirely new toolset to use in treating 
patients with inflammatory mediated 
disorders and give patients a choice 
with comparable efficacy and without 
the devastating side effects. If Set-
Point’s therapy does continue to enjoy 
the success seen in our first human 
trial, it will be game changing and it 
really is an unprecedented opportunity.
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