
Tryp Therapeutics Submits IND Application for
Phase 2a Clinical Trial in Fibromyalgia
San Diego, California--(Newsfile Corp. - November 2, 2021) - Tryp Therapeutics (CSE: TRYP) (OTCQB:
TRYPF) ("Tryp" or the "Company"), a pharmaceutical company focused on developing psilocybin-
based compounds for diseases with unmet medical needs, announced today that it has submitted an
Investigational New Drug ("IND") application to the U.S. Food and Drug Administration ("FDA") to
evaluate its clinical candidate, TRP-8802, in a Phase 2a clinical trial that investigates safety and
preliminary effectiveness of psilocybin-assisted therapy among patients with fibromyalgia in
collaboration with the University of Michigan.

The trial is being conducted with Kevin Boehnke, Ph.D. from the University of Michigan and will evaluate
the Company's oral formulation of synthetic psilocybin, TRP-8802, in combination with psychotherapy.
The application includes details regarding the trial protocol and safety information. Tryp expects to
initiate the Phase 2a study in 2022 subject to a favorable review of the IND by the FDA.

"Many fibromyalgia patients find insufficient relief from the currently available, FDA-approved treatments
for the disease due to their limited efficacy and significant side effects," commented Dr. Boehnke. "We
have an opportunity with Tryp to conduct a Phase 2a study that evaluates the safety and clinical utility of
psilocybin for fibromyalgia as we target the origins of the disease rather than simply treating patient
symptoms."

The Phase 2a open label clinical trial is expected to enroll 20 fibromyalgia patients and includes a
variety of exploratory endpoints given the high prevalence of co-morbidities such as poor sleep quality,
depression, anxiety, and other conditions. The administration of psilocybin is expected to increase
neuroplasticity and to address disrupted neural connections that are typical of fibromyalgia and other
nociplastic pain indications. Patients will meet with psychotherapists before, during, and after the dosing
of TRP-8802.

"We have been working diligently to complete this IND submission and are eager to initiate what will be
one of the first evaluations of psilocybin to treat fibromyalgia in a Phase 2 study," said Greg McKee,
Chairman and Chief Executive Officer of Tryp. "Through our close collaboration with Dr. Boehnke and
other experts in the space, we have an appreciation of the limitations of current treatments for this
disease and a determination to develop a more effective therapy for the millions of patients suffering
from fibromyalgia."

About Tryp Therapeutics

Tryp Therapeutics is a pharmaceutical company focused on developing psilocybin-based compounds
for the treatment of diseases with unmet medical needs through accelerated regulatory pathways. Tryp's
Psilocybin-For-Neuropsychiatric Disorders (PFN™) program is focused on the development of synthetic
psilocybin as a new class of drug for the treatment of chronic pain and other indications. The Company
has announced upcoming Phase 2a clinical trials with the University of Michigan and the University of
Florida to evaluate its drug products for fibromyalgia and overeating disorders, respectively. Tryp is also
developing a proprietary psilocybin-based product, TRP-8803, that uses a novel formulation and route of
administration to improve the patient experience. For more information, please visit
www.tryptherapeutics.com.
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Forward-Looking Information

Certain information in this news release constitutes forward-looking information. In some cases, but
not necessarily in all cases, forward-looking information can be identified by the use of forward-looking
terminology such as "plans," "targets," "expects" or "does not expect," "is expected," "an opportunity
exists," "is positioned," "estimates," "intends," "assumes," "anticipates" or "does not anticipate" or
"believes," or variations of such words and phrases or state that certain actions, events or results
"may," "could," "would," "might," "will" or "will be taken," "occur" or "be achieved." In addition, any
statements that refer to expectations, projections or other characterizations of future events or
circumstances contain forward-looking information. Statements containing forward-looking information
are not historical facts but instead represent management's expectations, estimates and projections
regarding future events.

Forward-looking information is necessarily based on a number of opinions, assumptions and
estimates that, while considered reasonable by Tryp as of the date of this news release, are subject to
known and unknown risks, uncertainties, assumptions and other factors that may cause the actual
results, level of activity, performance or achievements to be materially different from those expressed
or implied by such forward-looking information, including but not limited to the factors described in
greater detail in the "Risk Factors" section of Tryp's final prospectus available at www.sedar.com.
These factors are not intended to represent a complete list of the factors that could affect Tryp;
however, these factors should be considered carefully. There can be no assurance that such
estimates and assumptions will prove to be correct. The forward-looking statements contained in this
news release are made as of the date of this news release, and Tryp expressly disclaims any
obligation to update or alter statements containing any forward-looking information, or the factors or
assumptions underlying them, whether as a result of new information, future events or otherwise,
except as required by law.

NEITHER THE CANADIAN SECURITIES EXCHANGE NOR ITS REGULATION SERVICES
PROVIDER HAS REVIEWED OR ACCEPTED RESPONSIBILITY FOR THE ADEQUACY OR
ACCURACY OF THIS RELEASE.

To view the source version of this press release, please visit
https://www.newsfilecorp.com/release/101552

mailto:TRYP@KCSA.com
https://www.newsfilecorp.com/redirect/BN74Zfg2wj
https://www.newsfilecorp.com/redirect/5pqkntM3jw

	Tryp Therapeutics Submits IND Application for Phase 2a Clinical Trial in Fibromyalgia

