
United States Patent and Trademark Office (USPTO) Grants Another Formulation Patent Covering
GIMOTI

November 14, 2023
The Company Will Submit for FDA Orange-Book Listing in the Near Term

SOLANA BEACH, Calif., Nov. 14, 2023 (GLOBE NEWSWIRE) -- Evoke Pharma, Inc. (NASDAQ: EVOK), a specialty pharmaceutical company

focused primarily on treatments for gastrointestinal (GI) diseases with an emphasis on GIMOTI® (metoclopramide) nasal spray, announced that the
United States Patent and Trademark Office (USPTO) issued U.S. Patent No. 11,813,231 titled “Nasal Formulations of Metoclopramide”, pertaining to
the Company’s commercially available and FDA-approved nasal formulation of metoclopramide, GIMOTI.  

This new patent, issued on November 14, 2023, provides Evoke with additional intellectual property protections with claims to metoclopramide being
delivered intranasally, amongst others. Evoke continues to see significant commercial value, particularly with the rising popularity of GLP-1 agonist
medications for diabetes which are potentially unmasking gastroparesis (stomach paralysis) in larger groups of patients. GIMOTI is the only outpatient,
non-oral drug labeled for the treatment of acute and recurrent diabetic gastroparesis. The ability to take the medication non-orally is important as
gastroparesis causes tablets to be unpredictably absorbed. Pills may linger in the stomach instead of being passed into the intestines for absorption or
not absorbed at all due to one of the key symptoms of the disease, vomiting.

“We continue to witness the significance of GIMOTI in the marketplace through various validation points, including patient and market data, growing
revenues, and a robust stream of patent protections. We are thrilled to continue providing patients a life-changing experience with diabetic
gastroparesis treatment and bolster the already promising commercial opportunity for GIMOTI,” commented Matt D’Onofrio, President and COO of
Evoke Pharma.

About Evoke Pharma, Inc.
Evoke is a specialty pharmaceutical company focused primarily on the development of drugs to treat GI disorders and diseases. The company
developed, commercialized and markets GIMOTI, a nasal spray formulation of metoclopramide, for the relief of symptoms associated with acute and
recurrent diabetic gastroparesis in adults. Diabetic gastroparesis is a GI disorder affecting millions of patients worldwide, in which the stomach takes
too long to empty its contents resulting in serious GI symptoms as well as other systemic complications. The gastric delay caused by gastroparesis
can compromise absorption of orally administered medications. Prior to FDA approval to commercially market GIMOTI, metoclopramide was only
available in oral and injectable formulations and remains the only drug currently approved in the United States to treat gastroparesis.

Visit www.EvokePharma.com for more information.
Follow GIMOTI on Facebook
Follow Evoke Pharma on Facebook
Follow Evoke Pharma on LinkedIn
Follow Evoke Pharma on Twitter

About Gimoti™ (metoclopramide) nasal spray
GIMOTI is indicated for the relief of symptoms in adults with acute and recurrent diabetic gastroparesis.
Important Safety Information
WARNING: TARDIVE DYSKINESIA

Metoclopramide can cause tardive dyskinesia (TD), a serious movement disorder that is often irreversible. The risk of
developing TD increases with duration of treatment and total cumulative dosage.
Discontinue GIMOTI in patients who develop signs or symptoms of TD. In some patients, symptoms may lessen or resolve
after metoclopramide is stopped.
Avoid treatment with metoclopramide (all dosage forms and routes of administration) for longer than 12 weeks because of
the increased risk of developing TD with longer-term use.

GIMOTI is not recommended for use in:

Pediatric patients due to the risk of developing tardive dyskinesia (TD) and other extrapyramidal symptoms as well as the
risk of methemoglobinemia in neonates.
Moderate or severe hepatic impairment (Child-Pugh B or C), moderate or severe renal impairment (creatinine clearance
less than 60 mL/minute), and patients concurrently using strong CYP2D6 inhibitors due to the risk of increased drug
exposure and adverse reactions.

https://www.globenewswire.com/Tracker?data=sqFV4UEi1EILGZXzMEvps434LmY8Z-GTwHqPb6S9Hqsqn0lChPpCgBoBCMYbONrQyck2C4aSzVNVoKiohm5W458YJ3GpB5W-gLWXluFg_V6QZVyxAjbep7eGIL751OjKUK63m2c-Ycm6wyf7iRhvlR7BnaSzLLaRZipN3TxIifrkPnT0R6u2BXiMjZ4HnVemKhCv3QLBFrGE0e2wW9vUjNsRAUspZsyTFr3k695AZyZZxe0VEGb321qrV_bBo2bgDLqqps8_ZCX9tlmzdCYNPyCC563M7MnIC6ZaZRXgTZ1bT4-9OWvT1lBUmSAkn5TKTRh7KQZb8JppilRVTYFjTHZt8hyNHXg4VVktZGA--RwDIrCnF8t99bNn6IuwuviULylDuTOaxayE_GwnszrqzhhKTLdr75W8LXMqoNIwlRCXdnMdlOCWeGZehyG0RQj9YNiSVMicAL9zT6mjm4ue_TEjEeknpHWxuyAOhZDP0NWtcT4790N-c1FAEXQJidFH0IS74VNcFBH__Z-GMR8eFT3NC2s6MsSAiwnvrAl327gwn_HacUKbKNSwVVlHMCB_tIUHIkU5wK-rGGoJIomw8Z9rnEl-jSY2auCw34OyJKscqAcuptk3rNzfHWMZ5Z6lgB4xZq_bbmFfFnvnX9LCqnqPJYQt11YUdDVh1eDlmz9jXbo0XOqSG8ZJ53kRfMPvjkGuZCEp8zk_HdDtoWgtqIDixwPA7d2R-fWvFPfr8m5JwkPLrX8yWW6RZGvyZ-ZE8vN07dow1YHeJkEOE0ipt14VAO5qWeFVlIukvdBMl375Px4ljMxos-MdJ4IAAXnh9z0bO8jskQEdxat_T4SWMm-Mv7KuU_ewIkQsDMIJFkXOdTGagJUwyWUahmHBzdL34XcLsF8JD0TLxBb6xHF_3xHoU4dQyv8ZkpkSPDBwjBfGnUwVnh_p6j8y5i7sC1Y9NYf4vAxbyyHc_tfPPlkjRTbpJF8FevtR7Eii_d8T-YN_13qdAUdVIzyK2BAtlkHB52gHkG_v6IXgceKwWZza5nezk48uGf5DXzJpleoQ2OBy-6Ze4XtgBtJO2136kkygt3qX5_K8Qt48XJ1HfADzkV1agtYv3tECh6SR7hOvJwo=
https://www.globenewswire.com/Tracker?data=oDK3y23sj2lavGzRuo7uDEB--PMLpenIBdSYidj9b3h3JgjDWspZqQG-eImnZO_CBxqO0DUoq1rg26HH8KXJqq92ufAJ8ybfvUzt0QJzkv7g8zvaWpMN3WxW4-O1GDbiv2LsTZtjaU7fXAUh9e5ha3w91prYE520S5S5tTdBD5gt6ltUJ5-JnmneR2RTu3MD8jmpbsITU1zwkloL6bth5SRku7zraNFf-hsSVCEwM0HCo5bFL4FLoMUugkJbOxEljXw0tE4ZHzKUHqCppG96R_TfoORye34Bt840jf2jE3W-DDljlmgBP8NvvocPFu7u
https://www.globenewswire.com/Tracker?data=oDK3y23sj2lavGzRuo7uDM6eH0w33uMo9NIV8DHy-3Fi_ugJMHop1sKH9-AY7pGtrIF3H56J3Pr2fCUcLsTCpy8WTt4VAgKAu6yKIVBQ7h9hk5FJvA54ou--t6wwYZ5EtZaCjZLhD8qXrZxpggMvu-ot3wFLGGgMpAgP97xj8P0-x3KNcX61QSKXstcicP3gERiTFDHjEPRPdNKg8jtBnLWsZf8do97UJcsk0V41Je6wnr_-L9pr2EiYpyxoNwj_O1wqiDdktF_OB_fBdGxKyw==
https://www.globenewswire.com/Tracker?data=xQfuH4SMZ-BNlbMtjtJI9Toa-dhq4TSJgAAHpCgcmw83cm9XtL-z5B6U3-EiW7-eorbELgIF07U3SdYQsEdIe9GKEJnmConhYNUCDFr8SUN96NHFo-vA2pYbtmzU5hIklG7u90x7AEcsW7Gu53M4kITEtbsEXEkhckGgSoQAZ2HGD67tyzPGzM1wTx2EbPh1A2R7KIdNqRZLE-xMSQd14j3LAqmNxjkOF7Kozv9GDm-gFV-MYARgqiFDUriH4KKQ
https://www.globenewswire.com/Tracker?data=tqw1CdwOsmFPJLGd4DdubRPJVwpE4lqea4tWluFWCD1_1DZIwcjlo8jIvqrzwdR57wTuxphB3xFCxZn1qggVSpvHp1exuRAHH3DNynnPJ3efma7u6mfzyTUOhgwU6nUCIjkYPc1q0OAfGWY1O9iuyCXPlyjIZzL_YptcTtOiBkOspBW53uVLoQmbLUMl0OPstrEzEeeXvGRZ5olh6qDQ3Tm59fNJ922m4bG9eF_ttvA=


GIMOTI is contraindicated:

In patients with a history of tardive dyskinesia (TD) or a dystonic reaction to metoclopramide.
When stimulation of gastrointestinal motility might be dangerous (e.g., in the presence of gastrointestinal hemorrhage,
mechanical obstruction, or perforation).
In patients with pheochromocytoma or other catecholamine-releasing paragangliomas. Metoclopramide may cause a
hypertensive/pheochromocytoma crisis, probably due to release of catecholamines from the tumor.
In patients with epilepsy. Metoclopramide may increase the frequency and severity of seizures.
In patients with hypersensitivity to metoclopramide. Reactions have included laryngeal and glossal angioedema and
bronchospasm.

Potential adverse reactions associated with metoclopramide include Tardive dyskinesia (TD), other extrapyramidal effects (EPS), parkinsonism
symptoms, motor restlessness, neuroleptic malignant syndrome (NMS), depression, suicidal ideation and suicide, hypertension, fluid retention,
hyperprolactinemia, effects on the ability to drive and operate machinery. Most common adverse reactions (≥5%) for GIMOTI are: dysgeusia,
headache, and fatigue. These are not all of the possible side effects of GIMOTI. Call your doctor for medical advice about whether you should take
GIMOTI and the possible risk factors and side effects. You are encouraged to report negative side effects of prescription drugs to the FDA.
Visit www.fda.gov/medwatch or call 1-800-FDA-1088.

Safe Harbor Statement
Evoke cautions you that statements included in this press release that are not a description of historical facts are forward-looking statements. In some
cases, you can identify forward-looking statements by terms such as “may,” “will,” “should,” “expect,” “plan,” “anticipate,” “could,” “intend,” “target,”
“project,” “contemplates,” “believes,” “estimates,” “predicts,” “potential” or “continue” or the negatives of these terms or other similar expressions.
These statements are based on the company’s current beliefs and expectations. These forward-looking statements include statements regarding: the
anticipated scope and term of any patent protection for Gimoti and the expected inclusion of any new patent in the FDA’s Orange Book. The inclusion
of forward-looking statements should not be regarded as a representation by Evoke that any of its plans will be achieved. Actual results may differ from
those set forth in this press release due to the risks and uncertainties inherent in Evoke’s business, including, without limitation: Evoke’s ability to
obtain, maintain and successfully enforce intellectual property protection for Gimoti; Evoke’s and EVERSANA’s ability to successfully drive market
demand for Gimoti; Evoke’s ability to obtain additional financing as needed to support its operations; the COVID-19 pandemic may continue to disrupt
Evoke’s and EVERSANA’s business operations impairing the ability to commercialize Gimoti and Evoke’s ability to generate any product revenue;
Evoke’s dependence on third parties for the manufacture of Gimoti; Evoke is entirely dependent on the success of Gimoti; inadequate efficacy or
unexpected adverse side effects relating to Gimoti that could result in recalls or product liability claims; and other risks and uncertainties detailed in
Evoke’s prior press releases and in the periodic reports it files with the Securities and Exchange Commission. You are cautioned not to place undue
reliance on these forward-looking statements, which speak only as of the date hereof, and Evoke undertakes no obligation to revise or update this
press release to reflect events or circumstances after the date hereof. All forward-looking statements are qualified in their entirety by this cautionary
statement. This caution is made under the safe harbor provisions of the Private Securities Litigation Reform Act of 1995.
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Source: Evoke Pharma, Inc.
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