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Ceruvia Lifesciences Submits FDA Investigational New Drug Application for
Psilocybin Obsessive-Compulsive Disorder Program
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Based on a positive pre-IND meeting with the U.S. Food and Drug Administration (FDA), Ceruvia
Lifesciences has submitted an Investigation New Drug (IND) application to begin a Phase 2 clinical
trial for the treatment of obsessive-compulsive disorder with psilocybin

Preliminary results from the Ceruvia funded pilot Phase 2 study taking place at Yale School of
Medicine demonstrate rapid and robust improvement in OCD symptoms with a sustained effect

GREENWICH, Conn., May 24, 2022 /PRNewswire/ -- Ceruvia Lifesciences, a leading
neurotransformational medicine biopharmaceutical company today announced the submission of
an IND application to begin a Phase 2, multicenter, randomized, double blind, active placebo
controlled clinical trial to to determine the efficacy and safety of a single oral dose of synthetic
psilocybin (SYNP-101) in treating obsessive-compulsive disorder (OCD) symptoms up to 12 weeks
after dosing.  The trial will be initiated in the second half of 2022, led by Principal Investigators Dr.
Benjamin Kelmedi and Dr. Christopher Pittenger of Yale University School of Medicine.

According to Carey Turnbull, CEO of Ceruvia Lifesciences, "This IND application represents an
important milestone in our efforts to develop neurotransformational medicines for underserved
patient populations.  With few effective treatment options available, we believe that psilocybin has
the potential to play a critical role in improving patient quality of life for those suffering from OCD."

Almost 4 million Americans suffer from OCD, with over 79% of patients reporting severe role
impairment based on the Sheehan Disability Scales. Yet, despite the significant scope of this
problem, treatment options are largely limited to cognitive-behavioral therapy and anti-depressants.
For many patients, these treatments, even in combination, are ineffective and the use of
antidepressants results in unpleasant side-effects. The unique properties of the classic psychedelic
psilocybin, may offer a significant improvement in safety and efficacy over currently available
treatments for OCD. 
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"Building on the positive preliminary results of the ongoing pilot Phase 2 study, our Phase 2 trial will
provide critical data on the efficacy and safety of psilocybin in producing clinically meaningful and
sustained reductions in OCD symptoms" says Judy Ashworth, acting Chief Medical Officer, Ceruvia
Lifesciences. "With this IND application we are taking an important step in advancing our drug
development pipeline and clinical research  program."

About Ceruvia Lifesciences

Founded in 2017, Ceruvia Lifesciences is a clinical-stage biopharmaceutical company with a
mission to improve the lives of underserved patients suffering from neurological and psychiatric
disorders. Founded by Carey Turnbull, Ceruvia is relentlessly focused on the development and
commercialization of neurotransformational medicines to deliver meaningful relief to patients
suffering from hard-to-treat headache disorders, OCD and substance abuse disorder. For too long,
these communities have been poorly understood and under-served. At Ceruvia, we believe they no
longer have to live this way. In partnership with leading researchers at the Yale University School of
Medicine, NYU School of Medicine and the Harvard University School of Medicine Ceruvia is undertaking clinical research in order to help them
return to living their lives to the fullest. For more information, please visit www.ceruvialifesciences.com

 View original content to download multimedia:https://www.prnewswire.com/news-releases/ceruvia-lifesciences-submits-fda-investigational-new-
drug-application-for-psilocybin-obsessive-compulsive-disorder-program-301552083.html

SOURCE Ceruvia Lifesciences
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