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Item 7.01     Regulation FD Disclosure.

Denali Therapeutics was informed by its strategic partner Sanofi that the Phase 2 HIMALAYA study evaluating SAR443820/DNL788 in
participants with amyotrophic lateral sclerosis (ALS) did not meet the primary endpoint of change in ALS Functional Rating Scale-Revised
(ALSFRS-R). Sanofi intends to present the detailed efficacy and safety results of the ALS Phase 2 HIMALAYA study at a future scientific
forum.

SAR443820/DNL788 is an investigational oral brain-penetrant RIPK1 inhibitor being co-developed by Sanofi and Denali. Sanofi will
continue to conduct the K2 Phase 2 study of SAR443820/DNL788 in participants with multiple sclerosis.

The information furnished in this Item 7.01 shall not be deemed to be “filed” for 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, nor shall it be deemed incorporated by
reference into 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 a filing.

Forward-Looking Statements

Certain of the statements made in this report are forward looking, such as those relating to Denali’s and Sanofi's plans regarding
SAR443820/DNL788, including the Phase 2 study in ALS and the Phase 2 study in MS. Actual results or developments may differ materially
from those projected or implied in these forward-looking statements. More information about the risks and uncertainties faced by Denali may
be found in Denali’s Annual and Quarterly Reports filed on Forms 10-K and 10-Q filed with the Securities and Exchange Commission (the
“SEC”) on February 27, 2023, and November 7, 2023, respectively, and Denali’s future reports to be filed with the SEC. Denali does not
undertake any obligation to update or revise any forward-looking statements, to conform these statements to actual results or to make
changes in Denali’s expectations, except as required by law.
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