INVEST IN HIGHWAY PHARMACEUTICALS

Safer, better pharmaceuticals for animal
autoimmune diseases
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invested $50.000 this round &
L160,000 previously
@ A drug for a $1 billion/year disease in cats
@ Proven mechanism of action and experienced team
@ Licensing interest from major pharmaceutical companies
@ A chance to help a lot of very sick cats
Trevor Klee
1' Multiple patents granted for invention of technology.
~N Ken Kashkin
e " COO of Chromocell, a ~100 person biotech company with >$30 million in revenue. Responsible for
collaboration with Astellas Pharma worth >$515M in upfront and milestone, and advancing

assoclated compound from target through phase Il tnials,

Pitch

Imagine this: you adopt a beautiful 2 vear old tabby cat from the shelter. Maybe his name is

Garfield, maybe it isn’t. Maybe he even loves lasagna.

About a month after you adopt him, you notice he’s starting to hide from you. His food and
water go untouched. When vou try to check on him, you see him pawing his mouth. By the time

vou take him to the vet, he’s drooling bloody saliva and keeps shaking his head in pain.

I tried to go for a non-traumatizing image of feline stomatitis here. This is as non-
traumatizing as it gets.

The vet tells you that your cat has feline stomatitis, an inflammation of the lips and gums similar
to an incredibly severe version of human canker sores. He needs surgery immediately. It’ll cost
$2000, and they’ll need to remove all of his teeth except his canines. The vet tells you that
there’s a 30% chance that the surgery won’t succeed, but they’ll cross that bridge when they
come to it. The longer they wait, the worse your cat’s stomatitis will get, and the longer he’ll

have gone without eating and drinking. So vou agree to the surgery. What else can you do?

This is the reality for about 1 million cats per year in the US. Feline stomatitis is a devastating
disease that affects about 1% of all cats, and the primary treatment is either full or partial dental
extraction in order to remove the source of inflammation. While cats tend to recover
surprisingly well from having their teeth pulled, surgery is expensive, traumatizing, and only
effective about 70% of the time.

We aim to provide an alternative to dental extraction by combining a clinically proven
immunosuppressant, cyclosporine, with our own metabolic inhibitor. While cyclosporine has
been used in the past for feline stomatitis (as well as for a number of other animal and human
autoimmune diseases), its use has been limited by its unpredictable metabolism and side effects.
Our metabolic inhibitor regulates the absorption and excretion of cyclosporine, resulting in a
safer, better version of cyclosporine that only needs to be dosed once weekly, rather than once

daily.

Reduced inter- and intra- patient variability in two human patients with combe vs. without. Intra-
assay variability s shown as error bars. Cyclosporine dose was reduced by roughly 95% for both

patients.
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Data on our combination from a human case study. Lower peaks means less risk of
overdose, and the lower variability means it's easier to keep constant at the optimal level
of cyclosporine, so cats can have a consistently efficacious blood level. In humans, the
half-life of eyclosporine went from 8 hours to 24 hours. In cats, we aim to extend the
half-life of eyclosporine from 24 hours to 96 hours, so it'd only need to be dosed once or
twice per week.

We're raising funds right now to fund a pilot trial of our drug in healthy cats. We need a
minimum of $100k to cover the gap between our current funds and the total cost of the pilot
trial, which will be about $300k all-in. While this is more expensive than the average cat trial,
we’ve employed the services of the best cat clinical research organization in the world,
Kingfisher International, to make sure that our trial is done to the highest scientific, ethical, and

regulatory standards. We want no doubts that our trial was done correctly.

Our trial will be finished by roughly mid-November, at which point we should know that our
drug combination safely and effectively suppresses the cat immune system, is reasonably safe in
general, and can still be effective if dosed once weekly in cats. At that point, we hope to either
license the drug to a larger animal health company for immediate returns, or embark on a
larger, more exhaustive cat safety trial to prove to the FDA that our drug combination is

completely safe.

ANIMAL: Approx. 5 years > less risk > less R&D investment > reduced timetable
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We are at the pilot study stage (so about 3.5 years/$4 million in funding left to go in total).
This will show that our drug has promise in cats and can do what we say it will (i.e.
safely and effectively suppress the cat immune system). The next step after thisis a
safety study, as well as talking to the FDA about what they'd need from the pivotal
studies.

Our drug is protected by two separate patents, both created with the assistance of one of the
best patent firms in the world, Choate. These patents cover the use of our drug combination in
both animals and humans for any autoimmune or neurodegenerative disease, protecting us from

bad actors who would attempt to profit off our hard work.
After this trial is finished, we believe a couple huge markets open up to us.

First, there’s the feline stomatitis market, which, as mentioned, US pet owners spend more than
$1 billion/vear treating. We believe even a conservatively priced treatment could easily bring in
$100 million/year and still be incredibly cost-competitive. Our total cost to get to selling the
drug would likely be about $5 million and take several years, as we go through cat safety trials,
regulatory review, and a final, pivotal trial in cats with feline stomatitis. We may also have the
option of licensing this animal drug to a larger animal health company to move onto the options

below.

Second, there’s the overall animal autoimmune market. Cyclosporine, as a general
immunosuppressant, can be used for a variety of autoimmune diseases. The big one of these is
atopic dermatitis, which Zoetis (formerly Pfizer Animal Health), is currently making $1.2 billion
per year treating in dogs. While it’d be more difficult to compete directly with an animal health

giant like Zoetis, our treatment could potentially take a chunk of that market.

Finally, there’s the human autoimmune market. Cyclosporine was historically used for a variety
of human autoimmune diseases, from inflammatory bowel disease to psoriasis. Its use has been
curtailed by its safety issues, but our safer, more effective form of cyclosporine could retake
those markets. Even if it can’t, generic cyclosporine is still prescribed 2 million times per year in
the US, resulting in a total market size of around $2 billion/year. Even if we can’t expand the
market for human cyclosporine at all, our safer, more effective, easier-to-take form of
cyclosporine could easily reach $2 billion in revenue once approved, assuming it was priced

significantly higher than the generic.

But it all starts with this cat trial. We've been hard at work on this for about 1.5 vears now,
gathering an expert team and building up our evidence base. From humble beginnings, we’ve
gathered a COO who’s a former VP at a multibillion healthcare conglomerate, a legal advisor
who’s been responsible for billions of dollars in intellectual property, and a medical advisor from
Harvard Medical School.

The team

President: Trevor Klee, founder
Formerly edtech entrepreneur.
-lnvented/patented lead compound and technology

Chief Operating Officer: Ken Kashkin, MD

COQO of Chromaocell, 3 =100 person biotech company with >$30 million in revenue. Responsible for
collaboration with Astellas Pharma worth =5515M in upfront and milestone, and advancing associated
compound from target through phase Il trials,

-President of Center for Research and Innovation at Catholic Health Initiatives, a ~70k person
healthcare provider with *512b in revenue. Responsible for >»300 clinical trials and associated spinoffs

Key advisors

Corporate lawyer: Peter Finn, partner at Rubin and Rudman

Patent lawyer: Brenda Jarrell, PhD, chair of Choate's Intellectual Property and Life Sciences Group, Best
Lawyers in America: “Lawyer of the Year” for Biotechnology Law (2019)

Clinical pharmacology advisor: Bill Kramer, PhD, former Senior Consultant at Quintiles Consulting; former
Director, Clinical Research, and Head, Pharmacokinetics and Bioanalytics, at Boehringer Mannheim

Scientific advisor: Ethan Lerner, MD, PhD, associate professor of itch at Harvard Medical School
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