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Item 8.01

Other Events.

On March 4, 2019, Evoke Pharma, Inc. (“Evoke” or the “Company”) announced the receipt of a multi-disciplinary review (“DR”) letter
from the U.S. Food and Drug Administration (“FDA”) in association with the Gimoti 505(b)(2) New Drug Application (“NDA”). A DR
letter is used by the FDA to convey preliminary thoughts on deficiencies identified during the initial stage of NDA review.
The letter described concerns in three sections of the NDA: Chemistry (combination product quality control and reproducibility specific
to the commercially available sprayer device used with Gimoti); Clinical (lack of adequate information to support sex-based efficacy
differences); and Clinical Pharmacology (maximum concentration (Cmax) not within the parameters for bioequivalence for abbreviated
NDAs). Although a DR letter reflects preliminary comments that are subject to change and does not reflect a final FDA decision on the
NDA, approval of Gimoti by the PDUFA date of April 1, 2019 is uncertain given the letter.
The Company plans to respond to the deficiencies raised in the DR letter to allow time for potential FDA review prior to the PDUFA
date.
Safe Harbor Statement
Evoke cautions you that statements included in this report 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 forwardlooking statements include statements regarding: the potential timing of FDA action on the NDA and potential approval ; and Evoke’s
plans to respond to and address the deficiencies raised in the DR letter, and the potential for the FDA to review such responses prior to
the PDUFA date. 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 report due to the risks and uncertainties inherent in Evoke’s
business, including, without limitation: Evoke may be unable to timely respond and successfully address the concerns raised by the DR
letter; the FDA may not be able to consider Evoke’s response before it takes final action on the NDA; the increased risk of the FDA
issuing a Complete Response Letter (“CRL”) based on the deficiencies raised in the DR letter or other issues identified by the FDA as it
completes its review of the NDA; the potential delay in the PDUFA target action date; the inherent risks of c linical development of
Gimoti; Evoke could face significant additional costs due to additional regulatory requests, litigation or other events; Evoke is entirely
dependent on the success of Gimoti, and Evoke cannot be certain that FDA will approve the NDA for Gimoti; Evoke will require
substantial additional funding to address any deficiencies raised in a potential CRL, and may be unable to raise capital or obtain funds
when needed, including to fund ongoing operations; and other risks 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 report 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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