Jazz Pharmaceuticals Announces First Patient Enrolled in Phase 2b Clinical Trial Evaluating Novel
Suvecaltamide (JZP385) for Once-Daily Treatment of Adults with Essential Tremor
December 15, 2021
DUBLIN, Dec. 15, 2021 /PRNewswire/ -- Jazz Pharmaceuticals plc (Nasdaq: JAZZ) today announced that the first patient has been enrolled in a
global Phase 2b clinical trial evaluating the safety and efficacy of suvecaltamide (also known as JZP385), a highly selective modulator of T-type
calcium channels in development for the potential treatment of moderate to severe essential tremor (ET).1 The multicenter, double-blind,
randomized, placebo-controlled trial will evaluate adults with moderate to severe ET treated with a once-daily oral capsule of suvecaltamide or
placebo. ET is the most common movement disorder, yet a new pharmacotherapy has not been approved for the underlying cause of the disorder in
more than 50 years.2,3,4
"Currently, patients with ET are treated with drugs that were not developed for this specific disorder. These therapies are often not well tolerated and
do not fully control the frequent and involuntary tremors that patients with ET experience, leading them to discontinue treatment,"1,4,5 said Mark A.
Goldstein, M.D., FAAN, medical director, JEM Research Institute and Phase 2b trial investigator. "We look forward to evaluating suvecaltamide to
increase our understanding of its potential to manage ET in adult patients."
"The International Essential Tremor Foundation is excited that a potential therapy to address a primary cause of ET is entering a clinical trial," said
Patrick McCartney, executive director, International Essential Tremor Foundation. "The lack of a targeted treatment for patients with ET means that
they must rely on their perseverance to grapple with the challenges they experience in their daily lives due to the disorder."
Investigators will conduct the trial across more than 50 trial sites in the United States (U.S.), United Kingdom (U.K.) and the European Union (EU).
They will enroll 400 adults aged 18 to 80 diagnosed with ET as defined by the Consensus Statement on the Classification of Tremors from the Task
Force on Tremor of the International Parkinson and Movement Disorder Society.6 Participants also must have moderate to severe disability associated
with their tremor. In this double-blind, placebo-controlled trial, patients will receive a once-daily oral dose of 10, 20 or 30 milligrams of suvecaltamide or
placebo for 12 weeks.
The primary efficacy endpoint of this clinical trial is the change from baseline to Week 12 on the Tremor Research Group Essential Tremor Rating
Assessment Scale (TETRAS) composite outcome score, which represents items from the TETRAS-Activities of Daily Living and TETRASPerformance Subscale, and measures the functional impact due to tremor.
"This trial demonstrates Jazz's continued commitment to address the unmet need in people living with debilitating neurological conditions, such as ET,"
said Rob Iannone, M.D., M.S.C.E., executive vice president, research and development and chief medical officer of Jazz Pharmaceuticals. "Jazz's
R&D organization continues to evolve and expand its capabilities across multiple mid- and late-stage programs and the advancement of
suvecaltamide is the latest near-term catalyst that could potentially contribute to a pivotal package. We look forward to a topline data readout in the
first half of 2024."
Additional information about the trial, including eligibility criteria and a list of clinical trial sites, can be found at www.EveresTstudy.com and
www.clinicaltrials.gov (ClinicalTrials.gov Identifier: NCT05122650).
About Suvecaltamide
Suvecaltamide (also known as JZP385) is a highly selective modulator of T-type calcium channels in development for the potential treatment of
moderate to severe essential tremor (ET). T-type calcium channels play a role in the brain's management of muscle movement.1 Jazz acquired
suvecaltamide, formerly known as CX-8998, through the company's August 2019 acquisition of Cavion, a clinical-stage biotechnology company that is
now a wholly owned subsidiary of Jazz.7 In 2017, Cavion conducted a Phase 2 randomized, placebo-controlled clinical trial in adults with ET, the
T-CALM (Tremor-CAv3 modulation) trial (NCT 03101241).8 This trial evaluated a twice-daily formulation of suvecaltamide that demonstrated proofof-concept, and supported continued development of the molecule. The Phase 2b trial will evaluate a once-daily formulation of suvecaltamide.
About Essential Tremor
Essential tremor (ET) is the most common movement disorder affecting millions of people worldwide. In the U.S., U.K. and key countries in the EU, the
prevalence of ET is estimated to be 11 million, of which 2 million patients have been diagnosed.9,10 ET is an abnormal and involuntary rhythmic tremor
that is not a symptom of another neurological disorder or drug-induced side effect.4,6 ET is characterized by to-and-fro movements, called oscillations,
of at least one part of the body due to involuntary rhythmic muscle movements that can occur from four to 12 times per second.4,6 Some patients may
also experience mild degeneration in parts of the brain's cerebellum, which is responsible for voluntary movement.4 ET most commonly affects the
hands and arms, but tremor can also occur in the head, voice and lower limbs.4,6 Stress, fever, physical exhaustion or low blood sugar may trigger ET
or may make it worse.4 ET has no cure and therapies used to control symptoms of the disorder include beta blockers, anticonvulsant medicines and
neurosurgical-procedures, which may not fully control tremors.4,6
About Jazz Pharmaceuticals plc
Jazz Pharmaceuticals plc (NASDAQ: JAZZ) is a global biopharmaceutical company whose purpose is to innovate to transform the lives of patients and
their families. We are dedicated to developing life-changing medicines for people with serious diseases—often with limited or no therapeutic options.
We have a diverse portfolio of marketed medicines and novel product candidates, from early- to late-stage development, in neuroscience and
oncology. Within these therapeutic areas, we are identifying new options for patients by actively exploring small molecules and biologics, and through
innovative delivery technologies and cannabinoid science. Jazz is headquartered in Dublin, Ireland and has employees around the globe, serving
patients in nearly 75 countries. For more information, please visit www.jazzpharmaceuticals.com and follow @JazzPharma on Twitter.

Caution Concerning Forward-Looking Statements
This press release contains forward-looking statements, including, but not limited to, statements related to the potential timing of the availability of
suvecaltamide for people with essential tremor and the potential impact on that community and other statements that are not historical facts. These
forward-looking statements are based on Jazz Pharmaceuticals' current plans, objectives, estimates, expectations and intentions and inherently
involve significant risks and uncertainties. Actual results and the timing of events could differ materially from those anticipated in such forward-looking
statements as a result of these risks and uncertainties, which include, without limitation, risks and uncertainties associated with: pharmaceutical
product development; the regulatory approval process, including the risk that the company may be unable to effectively commercialize suvecaltamide;
and other risks and uncertainties affecting the company and its development programs, including those described from time to time under the caption
"Risk Factors" and elsewhere in Jazz Pharmaceuticals plc's Securities and Exchange Commission filings and reports (Commission File No.
001-33500), including Jazz Pharmaceuticals' Quarterly Report on Form 10-Q for the quarter ended September 30, 2021 and future filings and reports
by Jazz Pharmaceuticals. Other risks and uncertainties of which Jazz Pharmaceuticals is not currently aware may also affect Jazz Pharmaceuticals'
forward-looking statements and may cause actual results and the timing of events to differ materially from those anticipated. The forward-looking
statements herein are made only as of the date hereof or as of the dates indicated in the forward-looking statements, even if they are subsequently
made available by Jazz Pharmaceuticals on its website or otherwise. Jazz Pharmaceuticals undertakes no obligation to update or supplement any
forward-looking statements to reflect actual results, new information, future events, changes in its expectations or other circumstances that exist after
the date as of which the forward-looking statements were made.
Media Contact:
Kristin Bhavnani
Head of Global Corporate Communications
Jazz Pharmaceuticals plc
CorporateAffairsMediaInfo@jazzpharma.com
Ireland +353 1 697 2141
U.S. +1 215 867 4948
Investors:
Andrea N. Flynn, Ph.D.
Vice President, Head, Investor Relations
Jazz Pharmaceuticals plc
investorinfo@jazzpharma.com
Ireland +353 1 634 3211
U.S. +1 650 496 2717
References:

1. Papapetropoulos S, Lee MS, Boyer S, Newbold EJ. A Phase 2, Randomized, Double-Blind, Placebo-Controlled Trial of
CX-8998, a Selective Modulator of the T-Type Calcium Channel in Inadequately Treated Moderate to Severe Essential
Tremor: T-CALM Study Design and Methodology for Efficacy Endpoint and Digital Biomarker Selection. Front Neurol.
2019;10:597. Published 2019 Jun 11. doi:10.3389/fneur.2019.00597.
2. Inderal (propranolol hydrochloride) Canford, NJ: Akrimax Pharmaceuticals, LLC; 2010. http://www.accessdata.fda.gov
/drugsatfda_docs/label/2011/016418s080,016762s017,017683s008lbl.pdf.
3. Hedera P, Cibulčík F, Davis TL. Pharmacotherapy of essential tremor. J Cent Nerv Syst Dis. 2013;5:43-55. Published 2013
Dec 22. doi:10.4137/JCNSD.S6561
4. Essential Tremor Information Page. National Institute of Neurological Disorders and Stroke. https://www.ninds.nih.gov
/Disorders/All-Disorders/Essential-Tremor-Information-Page. Modified March 27, 2019. Accessed December 2021.
5. Rajput AH, Rajput A. Medical treatment of essential tremor. J Cent Nerv Syst Dis. 2014;6:29-39. Published 2014 Apr 21.
doi:10.4137/JCNSD.S13570
6. Bhatia KP, Bain P, Bajaj N, et al. Consensus Statement on the classification of tremors. from the task force on tremor of
the International Parkinson and Movement Disorder Society. Mov Disord. 2018;33(1):75-87. doi:10.1002/mds.27121
7. Jazz Pharmaceuticals. Jazz Pharmaceuticals Announces Acquisition of Cavion, Inc. August 12, 2019.
https://investor.jazzpharma.com/news-releases/news-release-details/jazz-pharmaceuticals-announces-acquisition-cavion-inc.
8. Papapetropoulos S, Lee MS, Versavel S, et al. A Phase 2 Proof-of-Concept, Randomized, Placebo-Controlled Trial of
CX-8998 in Essential Tremor. Mov Disord. 2021;36(8):1944-1949. doi:10.1002/mds.28584.
9. Louis ED, Ottman R. How many people in the USA have essential tremor? Deriving a population estimate based on
epidemiological data. Tremor Other Hyperkinet Mov (N Y). 2014;4:259. Published 2014 Aug 14. doi:10.7916/D8TT4P4B
10. Jazz Pharmaceuticals, Inc., Data on file.

View original content to download multimedia:https://www.prnewswire.com/news-releases/jazz-pharmaceuticals-announces-first-patient-enrolled-

in-phase-2b-clinical-trial-evaluating-novel-suvecaltamide-jzp385-for-once-daily-treatment-of-adults-with-essential-tremor-301445163.html
SOURCE Jazz Pharmaceuticals plc

