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Item 8.01 Other Events.

On October 7, 2020, Stoke Therapeutics (the “Company”) announced plans to move forward with dosing of STK-001, a proprietary antisense
oligonucleotide (“ASO”), in children and adolescents pursuant to the Company’s Phase 1/2a MONARCH study for Dravet syndrome. The Company
announced that it will add an additional higher dose level to the single ascending dose (“SAD”) portion of the ongoing MONARCH study such that a
total of three dose levels will now be evaluated in this portion of the study: 10 mg, 20 mg, and 30mg. Dosing above 30mg in this study remains on
partial clinical hold by the U.S. Food and Drug Administration (the “FDA”).

In addition, subject to review by the FDA, the Company is preparing to add a multiple ascending dose (“MAD”) portion to the MONARCH study,
replacing Part B. This decision is based on new preclinical repeat-dose toxicology data, which were reviewed by the FDA as part of ongoing discussions
with the Company. There were no adverse effects observed in the non-human primate (“NHP”) repeat dose study. The Company plans to submit a
protocol amendment to the FDA in the coming days reflecting these changes to the SAD and MAD portions of the MONARCH study.

In March 2020, the Company announced the FDA had placed a partial clinical hold on higher doses of STK-001 in the MONARCH study,
pending additional preclinical testing to determine the safety profile of doses higher than the current no observed adverse effect level (“NOAEL”).
When intrathecal doses above the NOAEL were administered to NHPs, adverse hind limb paresis was observed. This finding is known to occur
following intrathecal delivery of ASOs to NHPs and is not known to translate to the human experience. When extremely high dose levels were
administered, acute convulsions were observed immediately following STK-001 administration. The dose levels were well above the range of
corresponding human doses that would ever be administered in the clinic, and were delivered in a formulation that was at a higher concentration than
would be administered in the clinic. There is no apparent correlation of these acute adverse events with the mechanism of action of STK-001.

Enrollment and dosing in the MONARCH study remain ongoing. The Company expects preliminary clinical data relating to the MONARCH
study in 2021.

This report contains “forward-looking” statements within the meaning of the “safe harbor” provisions of the Private Securities Litigation Reform
Act of 1995, including, but not limited to: our expectations about the Company’s proprietary approach to precisely upregulate protein expression using
TANGO ASOs and the potential benefits thereof. These forward-looking statements may be accompanied by such words as “aim,” “anticipate,”
“believe,” “could,” “estimate,” “expect,” “forecast,” “goal,” “intend,” “may,” “might,” “plan,” “potential,” “possible,” “will,” “would,” and other words
and terms of similar meaning. These forward-looking statements involve risks and uncertainties, as well as assumptions, which, if they do not fully
materialize or prove incorrect, could cause our results to differ materially from those expressed or implied by such forward-looking statements. These
statements involve risks and uncertainties that could cause actual results to differ materially from those reflected in such statements, including: our
expectation about the dosing, timing and execution of our Phase 1/2a MONARCH study of STK-001, including our ability to include a multiple
ascending dose portion in the study and the partial clinical hold on Part B of the study; risks related to the direct and indirect impact of COVID-19; our
ability to develop, obtain regulatory approval for and commercialize current and future product candidates; the timing and results of preclinical studies
and clinical trials; the risk that positive results in a clinical trial may not be replicated in subsequent trials or success in early stage clinical trials may not
be predictive of results in later stage clinical trials; risks associated with clinical trials, including our ability to adequately manage clinical activities,
unexpected concerns that may arise from additional data or analysis obtained during clinical trials; the risk that regulatory authorities may require
additional information or further studies, or may fail to approve or may delay approval of our drug candidates; risks related to the occurrence of adverse
safety events; risks related to failure to protect and enforce our intellectual property, and other proprietary rights; risks related to failure to successfully
execute or realize the anticipated benefits of our strategic and growth initiatives; risks relating to technology failures or breaches; our dependence on
collaborators and other third parties for the development, regulatory approval, and commercialization of products and other aspects of our business,
which are outside of our full control; risks associated with current and potential delays, work stoppages, or supply chain disruptions caused by the
coronavirus pandemic; risks associated with current and potential future healthcare reforms; risks relating to attracting and retaining key personnel;
failure to comply with legal and regulatory requirements; risks relating to access to capital and credit markets; environmental risks; risks relating to the
use of social media for our business; and the other risks and uncertainties that are described in the Risk Factors section of our most recent annual or
quarterly report and in other reports we have filed with the U.S. Securities and Exchange Commission. These statements are based on our current beliefs
and expectations and speak only as of the date of this press release. We do not undertake any obligation to publicly update any forward-looking
statements.
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