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Developing a brand-new drug takes an enormous amount of time, 
money and effort, mainly due to bottlenecks in the therapeutic 
development process. Delays and barriers mean that translation of a  
 promising molecule into an approved drug often takes more than 14 years. It is 

crucial to advance strategies to reduce this time frame, decrease costs and 
improve success rates. 
 
“Drug repurposing is one such strategy. Many agents approved for other uses 
already have been tested in humans, so detailed information is available on their 
pharmacology, formulation and potential toxicity. Because repurposing builds 
upon previous research and development efforts, new candidate therapies could 
be 
 

ready for clinical trials quickly, speeding their review by the  
 

U.S. Department of Health and Human Services 

 

Food and Drug Administration and, if approved, their integration  
into health care. 
 

COVER PHOTO:  
Jaclyn, a patient in Remedy’s large hemispheric infarction (severe stroke) trial and one of her daughters.  



 

 

 
 
 
 
 
 

A LETTER FROM EMBARK’S CO-FOUNDERS 
 
 
 

Welcome to our year-end report.  
 
We’re EMBARK HEALTHCARE (formerly known as Carrot Capital Healthcare Partners). 
We were founded in 2001. Today, almost two decades later, our new name best reflects 
our role in the pharmaceutical industry as an “Indications Discovery Company.”  
 
EMBARK HEALTHCARE companies don’t discover new drugs. Instead, they discover 
new ways to use existing drugs for other indications and then advance those drugs into 
late-stage development programs for the betterment of humankind. 
 
Our name says it all. We EMBARK on great journeys to improve the HEALTH of patients 
desperately seeking answers, because we CARE. 
 
 
 
FOCUSED ON THOSE IN NEED 
 
Drugs are essential to helping treat the over 400 million people worldwide who suffer from some 7,000 diseases that have 
no effective treatment — yet new drug development is becoming increasingly risky, costly and time consuming. 
 
As a result, for example, in the U.S. the number of new drugs approved per billion dollars spent on research has 
approximately been halved every 9 years since 1950, falling around 80-fold in inflation-adjusted terms. 
 
REPURPOSING IS ONE ANSWER 
 
This is why drug repurposing – which seeks new efficacies among existing drugs – is gaining in popularity. Over the last 5 
years, repurposed drugs have accounted for 45% of drug approvals in the U.S., generating some $500 billion in annual 
revenue.  
 
  

 



 

 

  

 

400 MILLION PEOPLE WORLDWIDE SUFFER FROM 

 7,000 DISEASES FOR WHICH NO EFFECTIVE TREATMENT EXISTS. 

45% OF DRUG APPROVALS 

ARE FOR REPURPOSED DRUGS,     
GENERATING SOME 

  

 500 BILLION IN         

ANNUAL REVENUE  
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It’s easy to see why. For one thing, repurposed drugs offer a lower risk approach, because of their known safety profile. 
What’s more, by seeking out drugs where human data exists for a new indication, EMBARK HEALTHCARE companies can 
further lessen the risks inherent in drug discovery.  
 
The benefits of repurposing don’t end there. Repurposed drugs can also have a much shorter route to regulatory approval, 
and they have a much higher overall rate of approval. Moreover, repurposed drugs can gain approval at a fraction of the 
cost of de novo drugs.  
 
It’s no wonder then that repurposing is gaining so much attention. EMBARK HEALTHCARE’s portfolio of companies are proud 
to be at the forefront of this transformation in drug development.   
 
EMBARK HEALTHCARE manages a diverse group of four pharmaceutical companies, united  by a common theme – Remedy 
Pharmaceuticals, Martin Pharmaceuticals, Learmont Pharmaceuticals and Woolsey Pharmaceuticals. 
 

A BUSY YEAR 
 
2019 was a busy year for EMBARK HEALTHCARE companies.  
 
Remedy Pharmaceuticals, which sold its CIRARA® repurposed drug development program to Biogen in 2017, transitioned all 
operational duties to Biogen, which is in the midst of a large the phase 3 trial of CIRARA® (now called BIIB093) for large 
hemispheric infarctions (severe stroke), and we’re pleased to report they have expanded the program into a second 
indication (brain contusion). 
 
Martin Pharmaceuticals ramped up its clinical trial of LIVANTRA® in patients with Acute on Chronic Liver Failure, and 
started a second repurposed drug development program within CIQUAAX® for the treatment of ascites. 
 
We established two other companies -- Woolsey Pharmaceuticals, which has just recently in-licensed a repurposed drug 
for neurodegenerative diseases, and Learmont Pharmaceuticals, which in-licensed intellectual property related to a 
combination of two repurposed drugs for treatment in late-stage melanoma.  
 
 

 

“EMBARK HEALTHCARE’s portfolio of 
companies are proud to be at the forefront of 

this transformation in drug development.” 
 



 

 

GIVING THANKS 
 
None of those achievements would be possible without the contributions of our incredible team of professionals who work 
so tirelessly every day, because they understand that nothing less than finding answers to some of society’s most vexing 
healthcare issues is at stake. 
 
We would be remiss if we didn’t take this opportunity to thank our investors for the faith and trust they have placed in us, 
and to acknowledge the brave patients and their families as well as the many healthcare professionals who have agreed to 
be a part of our clinical trials, because, without their participation, important new medical advances would not be possible.   
 
As we enter our 20th year, invigorated with new sense of purpose, buoyed by our recent achievements and all the 
remarkable opportunities we have to impact patient care, we re-dedicate ourselves to ensuring that each portfolio 
company reaches its fullest potential! 
 
Sincerely,  
 
 
 
David Martin Geliebter    Sven Martin Jacobson 
Co-Founder      Co-Founder 
 
  

 

  

	

be able to find it at www.CIRARAstories.com 
 
REMEDY GETS A NEW HOME 
 
In March, REMEDY signed the long-term lease for office 
space at the historic Woolworth Building in New York 
that we were negotiating at the time of the annual 
report. Opened just over 100 years ago in 1913, this 
towering structure remained the tallest building in the 
world until 1930 (when 40 Wall Street was completed). 
Standing in the limestone and granite structure’s 
magnificent lobby, with its vaulted ceiling surfaced with 
Byzantine mosaics, cornices of gilded tracery, and the 
lunette murals, “Labor” and “Commerce,” all created by 
famed architect Cass Gilbert (who designed the U.S. 
Supreme Court), reminds everyone at Remedy of the 
importance of building a company that has lasting 
value. We expect to move into our offices later this 
summer. 
 
A FEW LAST WORDS IN CLOSING 
 
In about the time that it takes to read this report, three 
people in the United States will have had a severe 

enough brain infarct to be at risk for brain-related 
edema, which, in turn, could lead to death or permanent 
disability. That’s some 140,000 people a year just in the 
U.S. – and that doesn’t even include the impact LHI has 
on the families of these victims or the burden to society. 

We realize the clock is ticking every minute of every hour 
of every day — where effective treatment could save and 
improve the lives of many people who otherwise have 
little or no other therapeutic options. That’s why we have 
set demanding goals for ourselves in 2016 and beyond. 
We intend to lead the way in achieving advancements in 
CNS-related edema that will change medicine forever 
and, in the process, build a world-class company. That’s 
more than an aspiration; it’s our mission.  

We would like to recognize all the stakeholders who 
have supported us in these efforts, and give special 
thanks to the patients and their families and all the 
healthcare providers who had the courage to be a part of 
our studies. Without them, medicine would not advance. 

We look forward to keeping you apprised of our progress 
in the months ahead

 

Sincerely, 

 
 
 
 
 

Sven Jacobson                                   David Geliebter 
CEO                  Executive Chairman 
	
	

PLEASE NOTE 
This letter contains forward-looking statements. Such forward-looking statements are estimates reflecting management’s best judgment based upon 
current information and involve a number of risks and uncertainties. Actual results and the timing of certain events could differ materially from those 
projected or contemplated by the forward-looking statements due to numerous factors. The Company undertakes no obligation to update forwarding-
looking statements, including projections or guidance, included herein. CIRARA is a registered trademark of Remedy Pharmaceuticals.  

This quarterly report was written and produced in-house. © Copyright 2016. Remedy Pharmaceuticals, Inc.. All rights reserved.  
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PLEASE NOTE 
This report was produced in house. This report contains forward-looking statements. Such forward-looking statements are estimates reflecting 
management’s best judgment based upon current information and involve a number of risks and uncertainties. Actual results and the timing of 
certain events could differ materially from those projected or contemplated by the forward-looking statements due to numerous factors. The 
Company undertakes no obligation to update forwarding-looking statements, including projections or guidance, included herein.  

© Copyright 2020. Embark Healthcare. All rights reserved.  

 

 



 

 

 
 
We are living in an era when change is occurring with 
blinding speed. Nowhere is this more evident than in the 
pharmaceutical industry, where the frenetic pace of 
drug discovery is changing the landscape of medicine – 
more than at any other time in the history of science. 
 
In the past century, the pharmaceutical industry has 
conquered many of the most urgent and vexing medical 
challenges of our times. Diseases that were once 
deemed incurable have been cured, patients once facing 
debilitating conditions are now enjoying full, rewarding 
lives. 
 
That’s the good news.  
 
The bad news is that the complex journey to find just one 
miracle cure – from that eureka moment of discovery in 
the laboratory to routine use in patients – can easily 
take a dozen or more years and cost well in excess of $2 
billion – and this ignores the fact that along the way 
thousands of drug candidates fall by the wayside, for any 
number of reasons, including safety issues, failure to 
show efficacy, and lack of commercial promise. 
 
While untold millions of people are alive today and 
leading productive lives thanks to modern medical 
science, tens of millions more people worldwide continue 
to suffer, and in numerous cases, are dying, from an 
estimated 7,000 diseases for which there is no effective 
treatment. 
 
In the face of intense pressure to reduce the cost of 
prescription drugs and more rapidly develop novel 
medicines to treat unmet medical needs, especially for 

rare conditions, one approach the pharmaceutical 
industry is taking that can significantly shrink the time, 
cost, and risk of drug development is the repurposing of 
existing drugs. 
 
REPURPOSING PROVIDES HOPE 
 
Repurposing involves uncovering new uses for already-
approved drugs (or drugs that did not prove efficacious 
for their originally intended use) so that they may 
benefit patients facing a different need than originally 
intended for that medication. 
 
Repurposing a drug can cut the critical time to gain 
approval, and do so at a fraction of the cost to develop a 
new drug from scratch – plus, given the known safety 
profile of already-approved drugs, studies show a 
repurposed drug is twice as likely to gain approval for 
another indication than newly developed drugs. 
 
Repurposing drugs is not pie-in-the-sky thinking. It is 
addressing real-world medical issues now.  For example, 
sildenafil, developed for cardiovascular disease, failed in 
a clinical trial, but a side effect appeared that indicated 
the drug might treat erectile dysfunction, and thus the 
$2 billion-a-year blockbuster drug Viagra was born. 
 
In the 1960s, AZT was originally developed to fight 
cancer, but it didn’t work. In the 1980s, after AIDS 
emerged as a new infectious disease, a pharmaceutical 
company began a massive study of potential agents. 
Among those tested was AZT, which blocked the virus’ 
activity. This “break-through” became the first life-
saving FDA approved AIDS medication. 

PLEASE NOTE 
This report contains forward-looking statements. Such forward-looking statements are estimates reflecting management’s best judgment based upon current information and involve a number of risks and uncertainties. 
Actual results and the timing of certain events could differ materially from those projected or contemplated by the forward-looking statements due to numerous factors. The Company undertakes no obligation to update 
forwarding-looking statements, including projections or guidance, included herein. This report was written and produced in-house. © Copyright 2020. Embark Healthcare. All rights reserved.  

 



 

 

 
  

 

REPURPOSING   

a drug can cut the 
critical time to gain 

approval, and do so at a 
fraction of the cost to 

develop a new drug 
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indication than newly 

developed drugs. 



 

 

One of the most astonishing cases of a repurposed drug 
involves thalidomide. Originally approved in Europe in the 
1950s, doctors were infamously prescribing it to prevent 
nausea in pregnant women. It was discovered to cause 
severe birth defects in newborns and was withdrawn 
from the market. In 1998, thalidomide found a new use as 
a treatment for leprosy and in 2006 it was approved for 
multiple myeloma, a bone marrow cancer. 
  
With 30,000+ approved drugs and more either 
discontinued or abandoned for one reason or another, 
there’s a rich pool of potential compounds for 
repurposing. 
 
WE FOCUS ON RARE DISEASES 
 
As well as repurposing drugs, EMBARK HEALTHCARE 
companies focus on rare diseases. The number of people 

with rare diseases is hardly insignificant: it is estimated 
that around 7% of people in the developed world have a 
rare disease.  
 
The National Institute of Health estimates that between 
25 million and 30 million Americans suffer from rare 
conditions – termed “orphan” diseases. The burden of 
living with a rare disease can be immense – for those 
afflicted and for their loved ones. That’s why finding 
cures takes on such importance.  
 

In the U.S. an “orphan drug” is one that targets a disease 
affecting fewer than 200,000 people. Orphan drug 
designation provides companies with, among other 
advantages, a period of seven years without 
interference from potential competitors. Other countries 
have similar programs. 
 
For people suffering from rare diseases, who cannot 
wait a dozen or more years for a new treatment to be 
discovered, developed and made available, one answer 
may be repurposed drugs for orphan indications. When 
combined with repurposed drugs, companies can 
provide life-saving treatment to patients with rare 
conditions facing an otherwise uncertain future. 
 
In 2018, the U.S. Food and Drug administration approved 
59 drugs, an all-time record, of which more than half 
were approved for treatment of rare diseases. Orphan 

drugs account for approximately one-fifth of worldwide 
drug sales – and this proportion is projected to grow –  
orphan drug sales are expected to grow at double the 
rate forecast for the non-orphan drug market. 
 
EXCEPTIONAL PEOPLE FOR AN EXCEPTIONAL TASK 
 
As with any endeavor, drug repurposing is not without 
risk, and has its own set of challenges, which can differ 
significantly from traditional drug discovery and 
development. 

 

“With 30,000+ approved drugs and more 
either discontinued or abandoned for one 
reason or another, there’s a rich pool of 
potential compounds for repurposing.” 

 
 



 

 

Repurposing starts with visionary thinking, to see what 
others have overlooked. EMBARK HEALTHCARE companies 
are agnostic about where opportunities may come from. 
We have a disciplined approach, looking at hundreds of 
potential compounds before finding one. 
 
Locating a repurposing asset, however, is only the first 
step in the journey, plus there’s a slew of specialized 
know-how needed ⏤ IP and legal, formulation, drug 
manufacturing, protocol development, regulatory 
expertise, clinical operations, medical affairs, and much 
more.  
 
As well, when it comes to developing rare disease 
treatments, other obstacles exist, including difficulties in 
finding patients for trials, patient diagnosis,  
geographically dispersed patients and scientific experts, 
a perceived high risk of development failure, and a lack 
of data from natural history studies, which follow a 
group of people with a specific medical condition over 
time.  
 
 
 
 
 
 

As a result, drug developers must have the requisite 
skills and experience needed to navigate the scientific 
and regulatory challenges of both repurposed drugs and 
orphan drug development.  
 
Simply put, it takes an exceptional group of people, well 
versed in repurposing orphan drugs, to give such a 
program the best chance to succeed. The team at 
EMBARK HEALTHCARE possesses all those requisite 
capabilities and experiences. 
 
Advances in our understanding of human biology and 
disease are opening up exciting possibilities for potential 
new treatments and cures. While researchers are 
working every day in labs across the U.S. and around the 
world to turn scientific promise into new medicines for 
patients, at the same time, efforts are being made to 
make the best use of existing drugs.  
 
We are proud to be a part of bringing hope to patients 
and their families desperately searching for answers. 
 
We’re EMBARK HEALTHCARE.  
 
Health. Caring. 
 
 
  

 



 

 

REMEDY PHARMACEUTICALS 
 
 
 
 
 

Remedy Pharmaceuticals’ unwavering commitment is to 
help people afflicted with acute central nervous system 
(CNS) related diseases and injuries to not only survive, 
but to live life to the fullest.  
 
Our lead candidate CIRARA®, a repurposed drug 
(glyburide), is a high affinity inhibitor of Sur1-Trpm4 
channels, which are upregulated following ischemia and 
trauma. Opening of these channels can lead to edema 
and its downstream consequences. CIRARA is suitable 
for intravenous delivery at the bedside or even in an 
ambulance. 
 
Sadly, little effective treatment is currently available for 
many of these patients, and where therapies do exist, 
the majority arrive at hospital outside the short window 
needed to receive such care. CIRARA is designed to 
reduce the formation of CNS-related edema, lower 
mortality, improve patient lives and reduce healthcare 
costs.  
 
Remedy’s first indication is in large strokes in the middle 
cerebral artery territory, known as Large Hemispheric 
Infarctions (LHI). Patients with LHI frequently develop 
space-occupying edema, leading to midline shift, raised 
intracranial pressure, and herniation. This results in 
death or permanent disability. Edema is the primary 

cause of death in patients with LHI. Mortality ranges 
from 40-80%.  
 
CIRARA has received an Orphan Drug Designation for the 
use of CIRARA in LHI from the U.S. FDA, and has Fast 
Track status, too. 
 
In a randomized, double-blinded phase 2 study of LHI 
patients, edema was cut in half, 90-day mortality in the 
CIRARA group was more than halved as compared to the 
placebo-treated group – and this persisted out to one-
year follow up.  At 90 days, CIRARA patients had an 
overall 29% improvement in 0-4 modified Rankin Scale 
(functional outcome measure) as compared to placebo 
patients.  
 
In 2017, Remedy sold the CIRARA program to Biogen (a 
multinational biotechnology company based in 
Cambridge, Massachusetts, specializing in the discovery, 
development, and delivery of therapies for the treatment 
of neurological diseases to patients worldwide) for $120 
million upfront, plus potential milestone and royalty 
payments.  
 
Biogen began enrolling patients into a large phase 3 
study of LHI in 2018. The study is an international, 
multicenter, randomized, double-blind, placebo-
controlled, Phase 3 study that aims to enroll 680 

 

 



 

 

patients with LHI in approximately 20 countries. It will 
evaluate the efficacy and safety of IV glibenclamide 
treatment within 10 hours following stroke onset. The 
primary endpoint is the modified Rankin Scale (mRS), a 
functional outcome, assessed at 90 days. 
  
As noted in a press release at the time Biogen publicly 
announced the start of the trial, then executive vice 
president, research and development at Biogen, Michael 
Ehlers, M.D., Ph.D. stated, “We believe IV glibenclamide 
(BIIB093) could represent a first-in-class therapy with 
the aim of giving physicians an effective option to 
improve patient outcomes and reduce mortality risk. LHI 
is a severe type of ischemic stroke with high mortality 
(40 percent to 80 percent) and no currently available 
therapy. BIIB093 has the potential to be the first major 
innovation in stroke in over 20 years.” 
 

In addition to the stroke study, Biogen has started 
recruiting patients into a second trial, a 160-patient 
phase 2 study of subjects with contusions stemming 
from Traumatic Brain Injury (TBI). Supporting that effort 
is data from a Department of Defense-sponsored trial 
conducted by a university consortium using our drug 
that, while underpowered, showed patients exhibited 
reduced contusion growth when treated with BIIB093 
versus placebo.  
 
The primary objective is to determine if BIIB093 reduces 
brain contusion expansion by Hour 96 when compared to 
placebo. The secondary objectives are to evaluate the 
effects of BIIB093 on acute neurologic status, functional 
outcomes, and treatment requirements, to further 
differentiate the mechanism of action of BIIB093 on 
contusion expansion by examining differential effects on 
hematoma and edema expansion, and to determine if 

 

Meet Jaclyn. At age 32, she had a large hemispheric infarction (LHI). In simple terms, she was experiencing a severe stroke, which 
occurred the very night before her oldest of three children was to start school for the first time. Jaclyn’s courageous family consented 
to enroll her in Remedy Pharmaceuticals’ double-blinded, phase 2 trial in LHI patients. Fortunately she received Remedy 
Pharmaceutical’s drug, CIRARA. Jaclyn made a miraculous recovery. Her story reminds us of the important mission we are on to help 
people afflicted life-threatening conditions to not only survive, but live life to the fullest. 
 



 

 

BIIB093 improves survival at Day 90 when compared to 
placebo. 
 
Traumatic brain contusions (hemorrhagic lesions 
following trauma to the brain) are a severe type of TBI 
that cause significant long-term morbidity and mortality. 
In addition to the initial bleed following trauma, 
contusions often progress in size during the acute 
hospitalization period, significantly worsening prognosis. 
The expansion of the lesion leads not only to an increase 
in hematoma volume, but also to the evolution of 
perihematomal edema surrounding the lesion itself. Both 
sequelae cause significant secondary brain injury.  
As with LHI, brain contusion is a devastating public 
health problem with no approved pharmacologic 
treatment to stop or slow the progression of lesions 
following the initial trauma.  
 
LHI and contusion are each multi-billion dollar market 
opportunities. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

The CIRARA/REMEDY story is a perfect example of the 
potential of repurposing a drug. 
 
CIRARA (glyburide) is an old diabetes drug that had been 
around for decades. 
 
We repurposed it, added IP (reformulated it into an IV, 
added a special dosing regimen), gained orphan 
designation, conducted a Phase 2 study and then 
packaged it up as a Phase 3-ready asset and sold the 
program for a handsome ROI, plus retained significant 
upside in the future through potential milestone 
payments and royalties.  
   

 



 

 

in the discovery, development, and delivery of therapies 
for the treatment of neurological 
diseases to patients worldwide) for $120 million upfront, plus potential milestone and royalty payments that, in total, could 
be several hundred million dollars or more.  
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MARTIN PHARMACEUTICALS 
 
 
 
 
 

Martin Pharmaceuticals is a repurposed drug company 
with an emphasis on liver disease.  
 
Martin’s first drug, LIVANTRA®, is a repurposed drug 
(trimetazidine) to treat liver diseases. The first 
indication targeted is acute on chronic liver failure 
(ACLF). 
 
Martin has purchased a global patent portfolio (US, EU 
and Japan) covering the drug’s use in treating liver 
conditions. We have an Orphan Drug Designation for 
LIVANTRA in ACLF, plus expect an overlapping New 
Chemical Entity designation by the U.S. FDA.  
 
The liver plays an important role in many body functions, 
from protein production and blood clotting, to 
cholesterol, glucose (sugar), and iron metabolism. The 
factors driving the rapid growth in liver injury include 
swiftly changing lifestyle patterns such as increasing 
consumption of alcohol and unhealthy (fatty) diets, and 
an ever-aging population. 
 
Chronic liver injury leads to liver scarring called 
fibrosis. Cirrhosis occurs when the fibrosis becomes 
advanced enough that the liver architecture is distorted. 
Once patients become cirrhotic, they are at risk of 
developing life-threatening complications including 
variceal (varicose-type veins in the esophagus and 

stomach) bleeding, ascites (abdominal fluid accumulation 
which may get infected) and encephalopathy (mental 
status changes from confusion to coma).  
 
ACLF refers to those patients who experience one or 
more organ-system failures. The greater the number of 
organ systems involved, the higher the mortality rate. 
 
Each year in the U.S. some 50,000 people are rushed to 
hospital with ACLF. Medical management is often viewed 
as a bridge to transplantation, but many patients don’t 
qualify (age, co-morbidities, etc.) and demand greatly 
exceeds the supply ⏤ 50% or more die before getting a 
transplant and only 25% of patients are successfully 
transplanted. 
 
We estimate the market size of LIVANTRA to be $1.5 
billion in the U.S. alone. 
 
As the liver generates energy to perform its myriad 
functions, toxic molecules, called reactive oxygen 
species, are generated. These molecules can damage 
individual liver cells (hepatocytes) in an already-injured 
liver, leading to their death.   

 

 



 

 

  

 

LIVER INJURY  
factors driving the rapid growth of the 
disease include swiftly changing lifestyle 
patterns such as increasing consumption of 
alcohol and unhealthy (fatty) diets, and an 
ever-aging population. 
 



 

 

LIVANTRA shifts the generation of energy in the liver 
from fatty acid oxidation to glucose oxidation so that 
fewer of these toxic molecules are produced. As a 
consequence, there is less damage to individual 
hepatocytes, leading to less hepatocyte death.  
 
Additionally, LIVANTRA is hypothesized to preserve 
cellular energy, leading to increased ATP (cell fuel) 
levels in hepatocytes. Being able to maintain a good 
energy balance is important for hepatocytes under the 
stress of ACLF. We are developing a liquid formulation of 
the drug so it will be easy to modify dose based on 
patient characteristics. 
 
In a study that included 133 ACLF patients randomized to 
3 groups and treated for 30 days, LIVANTRA-treated 
ACLF patients had less than half the mortality rate of 
control patients. 
 
This finding was highly statistically significant. 
Additionally, this benefit in survival was accompanied by 
significant improvement at 30 and 90 days in the MELD 
score (prognostic score used when listing patients for 
transplant). Significant improvement was seen in 
markers of the liver’s ability to perform its normal 
functions (total bilirubin, albumin levels, and clotting 
factors) also seen. LIVANTRA was well tolerated by 
patients without safety issues being reported. 
 
We are in the middle of a confirmatory open-label study 
of LIVANTRA in ACLF patients. The study is taking place in 
several European countries. We expect to release 
results of the study in late-2020 or early 2021.  
 
 
 

Martin’s second drug is CIQUAAX®, a repurposed drug 
for refractory ascites.  
 
Ascites is a condition involving the excessive 
accumulation of a protein-rich fluid in the abdominal 
cavity. This can be severe enough to cause the abdomen 
to bulge outwards grotesquely.  
 
Ascites is due to advanced liver cirrhosis resulting from 
NASH (non-alcoholic steatohepatitis), hepatitis B & C, 
alcoholism, or other causes. If allowed to advance, the 
conditions responsible for ascites can also give rise to 
additional complications. About 15% of ascites patients 
die within a year of diagnosis, and 44% die within five 
years. No drugs are approved for ascites.  
 
About 100,000 Americans have ascites, and of that 
number some 20% advance to refractory ascites.  We 
anticipate receiving Orphan Drug Designation for the use 
of CIQUAAX in refractory ascites. We also anticipate 
receiving a New Chemical Entity designation, since the 
original drug has never been approved for use in the U.S. 
 
The refractory ascites population represents a 
particularly problematic group in that, without a liver 
transplant, they have a very poor prognosis. There are 
325,000+ hospitalizations annually in the U.S. for 
ascites. We estimate the addressable market at over 
$500 million. 
 
Large Volume Paracentesis (LVP) is an effective, albeit 
temporary, treatment, but it is resource-intensive, often 
being done in response to a visit to the emergency 
department, and even when done in a paracentesis clinic, 
patients typically occupy hospital space and personnel 
for 3-4 hours per procedure.  

 
 
 

 



 

 

WOOLSEY PHARMACEUTICALS 
 
 
 
 
 

 
 
 
WOOLSEY PHARMACEUTICALS is a repurposed 
therapeutics company targeting neurodegenerative 
diseases. 
 
Neurodegenerative disease is an umbrella term for a 
range of conditions which primarily affect the neurons – 
the building blocks of the nervous system –  in the 
human brain. 
 
Many neurodegenerative diseases – including 
amyotrophic lateral sclerosis (ALS), Parkinson's disease, 
Alzheimer's disease, Huntington's disease and Multiple 
Sclerosis – occur as a result of the progressive death of 
neurons in different regions of the nervous system. 
 
Degenerative nerve diseases affect many of the body's 
activities, such as balance, movement, talking, breathing, 
and heart function. Many of these diseases are genetic. 
Most have no cure.  
 
WOOLSEY PHARMACEUTICALS first drug, BRAVYL® 
(fasudil), a repurposed therapeutic, is a potent Rho-

kinase (ROCK) inhibitor involved in diverse fundamental 
cellular functions.  
 
Fasudil has been clinically applied since 1995 for the 
treatment of subarachnoid hemorrhage (SAH) in Japan. 
increasing evidence indicates that BRAVYL could exhibit 
markedly therapeutic effect on central nervous system 
disorders. 
 
Woolsey has licensed certain intellectual property from 
a major pharmaceutical company. As part of that 
license, the company has a full toxicology and preclinical 
package and active IND (Investigational New Drug) for 
BRAVYL, which is expected to allow Woolsey to go 
directly into a phase 2 clinical trial in the U.S.  
 
At this time, the exact nature of the CNS indications 
Woolsey intends to pursue are confidential. Once the 
company is no longer in stealth mode, it will provide 
more details on its website: www.woolseypharma.com 
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 is an umbrella term for a range of 

conditions which primarily affect the 
neurons – the building blocks of the 

nervous system –  in the human brain.  
 



 

 

LEARMONT PHARMACEUTICALS 
 
 
 
 
 
 

 
 
 
LEARMONT PHARMACEUTICALS is helping treat cancer 
with combination therapies. Our first target is 
metastatic melanoma.  
 
Melanoma, a type of skin cancer, is the 5th leading form 
of cancer. Melanoma can occur anywhere on the body, 
but it is most common in skin that is exposed to sunlight 
such as the face, neck, hands, and arms. Melanoma can 
be highly malignant and is more likely to spread 
(metastasize) from the skin to other parts of the body 
than other types of skin cancer.  
 
The average 5-year survival rate for melanoma is 91.8%. 
However, for patients with late-stage melanoma, the 
median survival after the onset of distant metastases is 
only 6–9 months, and the 5-year survival rate is less 
than 5%. 
 
It is estimated that between 130,000 – 150,000 
Americans have stage 2B - 4 metastatic melanoma. We 
have received Orphan Drug Designation for the 
treatment of late-stage melanoma with our drug, We 
estimate the size of the U.S. market at $1 billion, $2 
billion worldwide. 
 
 
 

 
LORAZOL® is a repurposed combination of two 
repurposed drugs (topical creams – monobenzone and 
imiquimod). 
 
IMIQUIMOD, a known cancer drug, activates a toll-like 
receptor (TLR7) and improves the immune system’s 
ability to recognize cancer cells are not “self.” This 
effect is not specific to melanoma cells, but rather to all 
cancer cells.  
 
MONOBENZONE, a vitiligo-inducing agent, chemically 
modifies melanoma proteins so that they look foreign to 
the immune system, i.e., it makes them less “self.” This 
effect is specific to melanoma cells. 
 
It is believed monobenzone + Imiquimod (LORAZOL) 
creates a specific and targeted immune response 
against the melanoma cells and immune cells 
reprogramed to kill melanoma at the skin, that can now 
travel to areas of the body and attack cancer tumors. 
.  
A previous phase 2 trial was conducted on 25 patients, 
of which 21 were evaluable.  All patients had stage III or 
IV melanoma that had progressed to non-resectable 
cutaneous melanoma metastases. All patients except one 
had undergone prior lymph node dissection. 
 

 

 



 

 

Seventeen patients received study drug for at least 12 
weeks. Four patients of the 21 stopped treatment after 
six weeks due to local progression. Eight out of 21, or 
38% of patients had full or partial clinical response at 12 
weeks. Extended treatment for an average of 16 weeks  
  

 

LATE-STAGE 
MELANOMA  
patients’ 5-year 
survival rate is less 
than 5%. 
 
It is believed 
LORAZOL creates a 
specific and targeted 
immune response 
against the 
melanoma cells and 
immune cells 
reprogramed to kill 
melanoma at the skin, 
that can now travel 
to areas of the body 
and attack cancer 
tumors. 
 



 

 

Seventeen patients received study drug for at least 12 
weeks. Four patients of the 21 stopped treatment after 
six weeks due to local progression. Eight out of 21, or 
38% of patients had full or partial clinical response at 12 
weeks. Extended treatment for an average of 16 weeks 

resulted in full or partial clinical response in 11 of 21 
patients, or 52%. 
 
A confirmatory phase 2 study of LORAZOL in the 
treatment of late-stage melanoma is in the planning 
stages now. 
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