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Item 7.01 Regulation FD Disclosure.

On Tuesday, February 14, 2023, Amylyx Pharmaceuticals, Inc. (the “Company”) will present at the SVB Securities Global Biopharma
Conference. During the presentation, the Company will provide a corporate update, including information on the commercial launch of RELYVRIO® in
the U.S., among other topics.

The Company has observed higher demand for RELYVRIO in the U.S. than initially anticipated pre-launch and, as a result, expects to
meaningfully exceed fourth quarter and full-year 2022 Wall Street research analyst consensus estimates for revenue. The Company will provide fourth
quarter and year-end 2022 financial results on its conference call in early March 2023.

Amylyx will also provide an update on access and insurance coverage in the U.S. At this point, insurers representing about a quarter of covered
lives in the U.S. have published their coverage policies nearly all of which provide broad access to RELYVRIO. The Company continues to expect the
majority of payers to formalize their coverage decision policies during the first half of 2023.

The Company recently learned that certain prescriptions were being reported to third-party data vendors. Starting on February 19, Amylyx expects
data from its pharmacy network will no longer flow to these third-party data reporting vendors consistent with the closed pharmacy network model.

Amylyx continues to expect a decision in the European Union on its Marketing Authorisation Application for AMX0035 for the treatment of ALS
in the first half of 2023. The Company received the Day 180 List of Outstanding Questions, which it has responded to. As expected, the Committee for
Medicinal Products for Human Use (CHMP) will hold a Scientific Advisory Group meeting this month as part of the regulatory review process. The
Company is also preparing for a potential Oral Explanation in the case that CHMP decides to conduct one as part of the review process. If the Company
receives EU approval based on the Phase 2 CENTAUR data, the Company continues to expect the approval to be a conditional marketing authorization,
with the completion of the Phase 3 PHOENIX clinical trial as a post-marketing condition.

On February 2, 2023, the Company announced completion of enrollment in PHOENIX, which enrolled 664 participants. The Company anticipates
topline results from the trial in mid-2024.

The information contained in Item 7.01 of this Current Report on Form 8-K is being furnished and shall not be deemed to be “filed” for the
purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section
and shall not be incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as shall be expressly
set forth by specific reference in such filing.



SIGNATURES

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