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Would you rather wear a contraption or
take a pill for sleep apnea?
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For the estimated 40 million people in the United States who suffer from sleep apnea,
treatment options consist primarily of surgery, dental appliances or spending nights hooked
up to a mechanical breathing device.

Galleon Pharmaceuticals Inc. is working on a more simple treatment: a pill.

Sleep apnea is chronic condition that occurs when a person’s breathing is interrupted during
sleep. If untreated, it can cause people to stop breathing repeatedly — sometimes hundreds
of times — while they sleep.

According to the American Sleep Apnea Association, obstructive sleep apnea, in addition to
causing daytime tiredness, has been linked to increase risk for high-blood pressure,
diabetes, stroke and heart disease.

James C. Mannion, the founder and CEO of the 9-year-old Horsham biopharmaceutical
company, illustrated Galleon’s value proposition by holding a CPAP (continues positive
airway pressure) mask in one hand and a small pill in his other hand and asks, “Which
would you rather use?”

Galleon is in the process of raising $20 million to support clinical testing of its two lead
products: GAL-160, the oral medicine for sleep apnea and GAL-021, an intravenous drug
being developed to treat respiratory complications in hospitalized patients receiving
anesthetics and opioids for pain relief.

To date the company has raised about $50 million from investors including venture-capital
firms TPG Biotech, Morgenthaler Ventures and Healthcare Ventures. In 2005 Galleon
received $500,000 in seed funding from BioAdvance, operator of the Biotechnology
Greenhouse of Southeastern Pennsylvania.
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While potential applications for Galleon’s technology and compounds cover a range of
breathing control disorders, Mannion said he will typically provide a more brief description of
the company when meeting with potential investors.

"I tell them we are developing a pill for sleep apnea,” he said. “Many people can relate to
sleep apnea. Usually when I am in a room talking to people about the company, there is
somebody who has it or whose brother, cousin, uncle or spouse has sleep apnea. They all
say the same thing: People with sleep apnea hate wearing the mask.”

Mannion believes the condition is under-diagnosed because many people with sleep apnea
decide ahead of time they won't wear a breathing device at night and don't seek help.

Sleep apnea is the result of a combination of neuropharmacological and/or physical factors.
In some patients, their brain is not sending the proper signals to breathe during sleep. The
absence of breathing and other factors can cause their upper airway to collapse.

Galleon’s new drug candidates, in preclinical testing in animals, demonstrated the ability to
regulate brain activity so the proper signals are sent for breathing during sleep. The
treatments also prevented upper airway collapses.

Mannion said the company’s sleep apnea pill may not be effective in all patients, such as
those for whom the condition is the result of extensive obesity or abnormalities in facial
architecture. Still, he expects Galleon’s pill, if approved, will work in 30 percent to 50
percent of sleep apnea patients — which represents a potential $10 billion market size.

Galleon entered the field after licensing technology from the University of Virginia that
was developed to treat breathing-control disorders in premature infants. Mannion’s intent
was to apply the technology to develop treatments for sleep apnea and related conditions.

The company’s researchers ultimately used the knowledge they gained from their own
research and reviewing the scientific literature to create their own experimental sleep apnea
treatment, first in an intravenous formulation (GAL-021) then as an oral medicine (GAL-
160).

Mannion said they went back and looked at a group of older drugs from 50 years ago that
had certain properties they wanted, but also carried adverse side effects. “"We chemically
deconstructed them and broke the molecules into pieces,” he said. "We took the pieces we
liked and put them back together to create new molecules.”

Mannion said to the best of his knowledge no Big Pharma companies are working on a pill to
treat sleep apnea. He noted the company combines elements of respiratory medicine and
neurology in their research. “Most of the big pharmaceutical companies work in one area,
but not both,” he said. “If they do both, (the researchers) usually work separately. We don't
have those silos.”

As result, he said Galleon is working in an area with a large, unmet need and has no near-
term competition from larger pharmaceutical companies.

“What could be better?” he said.
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