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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:
 

☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 

☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 

☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
 

☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:
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The Nasdaq Stock Market LLC

(Nasdaq Global Market)

Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).

Emerging growth company  ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any
new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act.  ☐
   



Item 8.01 Other Events

On August 18, 2022, Aeglea BioTherapeutics, Inc. (the “Company”) announced a Marketing Authorization Application (“MAA”) for pegzilarginase for
the treatment of Arginase 1 Deficiency (“ARG1-D”) has been submitted to and validated by the European Medicines Agency. The MAA was submitted
by Immedica Pharma AB, the Company’s commercialization partner for pegzilarginase in certain countries in Europe and the Middle East.

This current report contains “forward-looking” statements within the meaning of the safe harbor provisions of the U.S. Private Securities Litigation
Reform Act of 1995. Forward-looking statements can be identified by words such as: “anticipate,” “intend,” “plan,” “goal,” “seek,” “believe,” “project,”
“estimate,” “expect,” “strategy,” “future,” “likely,” “may,” “should,” “will” and similar references to future periods. These statements are subject to
numerous risks and uncertainties that could cause actual results to differ materially from what we expect. Examples of forward-looking statements
include, among others, statements we make regarding our ability to obtain regulatory approval for, and commercialize, pegzilarginase, recognize
milestone and royalty payments from our agreement with Immedica, the timing and success of our clinical trials and related data, the timing and
expectations for regulatory submissions and approvals, including the MAA for pegzilarginase in Europe, timing and results of meetings with regulators,
the timing of announcements and updates relating to our clinical trials and related data, our ability to enroll patients into our clinical trials, the expected
impact of the COVID-19 pandemic on our operations and clinical trials, success in our collaborations, the length of time that we believe our existing
cash resources will fund operations, the potential addressable markets of our product candidates and the potential therapeutic benefits and economic
value of our lead product candidate or other product candidates. Further information on potential risk factors that could affect our business and its
financial results are detailed in our most recent Quarterly Report on Form 10-Q for the quarter ended June 30, 2022 filed with the Securities and
Exchange Commission (the “SEC”), and other reports as filed with the SEC. We undertake no obligation to publicly update any forward-looking
statement, whether written or oral, that may be made from time to time, whether as a result of new information, future developments or otherwise.
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SIGNATURE

Pursuant to the requirements of the Securities Exchange Act of 1934, as amended, the registrant has duly caused this report to be signed on its behalf by
the undersigned hereunto duly authorized.
 

    AEGLEA BIOTHERAPEUTICS, INC.

Date: August 18, 2022     By:   /s/ Jonathan Alspaugh
      Jonathan Alspaugh
      Chief Financial Officer
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