
 
 

 
Somnus Therapeutics, Inc. (Bedminster, NJ) is a private specialty pharmaceutical company that is 
developing SKP-1041, a bedtime oral therapeutic to address a major unmet need of insomnia 
patients: preventing premature awakening while preserving normal early sleep and providing 
restorative sleep without next-day residual effects. 
 
 
Insomnia Market Opportunity 
Although insomnia affects up to 40% of the population, only 20% of insomniacs pursue 
pharmaceutical treatments, in part because available therapeutics do not meet most patients’ needs 
for sleep improvement. The majority of insomnia patients have difficulty staying asleep, a problem 
increasing in prevalence as people age. SKP-1041 addresses the needs of the 29% of insomniacs 
who have no problem falling asleep but awake during their sleep periods.  
 
Somnus estimates a greater than $500 million market for a new sleep maintenance treatment that 
delivers improved satisfaction to patients and an improved risk/reward profile to investors. The 
company has licensed from SkyePharma PLC (LSE: SKP) a novel delayed-release formulation of 
zaleplon, a short half-life non-benzodiazepine agent, suitable for bedtime dosing. 
 
 
Risk Mitigating Clinical Strategy 
By leveraging the development of a chemical entity from the most successful class of current 
insomnia drugs, taking advantage of the 505(b)(2) regulatory pathway and through technical 
advances in formulation, delayed-release, and clinical testing, we have so far speeded development 
and reduced clinical costs to increase return on investment. 
 
 
Key Differentiators:  
• SKP-1041 addresses the top need of insomnia patients: preventing middle-of-the-night 

awakenings while avoiding next-day hangover and providing restorative sleep without residual 
cognitive effects.  

• A bedtime pill is preferred by >80% of prescribers, has less risk of errors of dose and timing 
than drugs taken in the middle of the night, does not reinforce poor sleep habits (waking for a 
pill), and produces a lower risk of falls at night, especially among elderly patients. 

• SKP-1041 releases no drug in the first 2 hours, thus avoiding interference with early deep delta 
wave sleep. Once released, effects last 4 hours so as to be gone by the time of awakening. 

• Our clinical strategy leverages advances in sleep research and clinical testing to evaluate SKP-
1041 taken day or night in young and old subjects, as well as to test them for next-day cognitive 
and driving impairments. 

• Our virtual, single-product business model reduces costs and speeds development by leveraging 
a small core development team with successful experience in IND and NDA submissions 
through efficient use of outsourcing. 



— MANAGEMENT TEAM — 
Gary Cupit, PharmD - Chief Executive Officer 

Mary Osbakken, MD, PhD - Chief Medical Officer 
Christine Blumhardt, PharmD - Chief Regulatory Officer 

Daniel Cabo, Jr, Chief Financial Officer 
Len Rosenberg, PhD, RPh, Chief Clinical Operations Officer 

 
 

— BOARD of DIRECTORS — 
Gary Cupit, PharmD, CEO Somnus Therapeutics 

David Ramsay, MBA, Partner, Care Capital, LLC 
Jerry Karabelas, PhD, Partner, Care Capital, LLC 

Jack W. Britts, President and CEO, Merz Pharmaceuticals USA 
Jean-François Leprince, Managing Partner, CTI Life Sciences Fund 

 
 
— SCIENTIFIC ADVISORS — 
Charles A. Czeisler, PhD, MD, FRCP 
Baldino Professor of Sleep Medicine; 
Director, Division of Sleep Medicine, 
Harvard Medical School; 
Chief, Division of Sleep Medicine, 
Brigham and Women's Hospital 
 
Daniel J. Buysse, MD 
Medical Director, Sleep and Chronobiology Program; 
Director, Clinical Neuroscience Research Center, 
University of Pittsburgh School of Medicine 
 
Gary Cutter, PhD 
Department of Biostatistics, 
University of Alabama at Birmingham 
 

Remy Luthringer, PhD 
Index Ventures 
Geneva, Switzerland 
(Formerly) FORENAP, Institute for Research in 
Neurosciences & Neuropsychiatry, Rouffach, France 
 
Thomas Roth, PhD 
Chief Division Head, Sleep Disorders and Research 
Center, Henry Ford Hospital, Detroit, MI 
 
James K. Walsh, PhD 
Sleep Medicine and Research Center, St Luke's 
Hospital, Chesterfield, MO 
 
Gary K. Zammit, PhD 
Sleep Disorders Institute, New York, NY

— CONTACTS— 
General: Susan Fritsch 

sfritsch@somnusthera.com 
908-901-0300 x10 

Clinical: Len Rosenberg 
lrosenberg@somnusthera.com 

908-901-0300 x13 
Media: Ellen M Martin 

emartin@haddonhillgroup.com 
510-832-2044 
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