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Item 8.01     Other Events.
 
DYNE-251 Update


 
On September 6, 2022, Dyne Therapeutics, Inc. (the “Company”) announced that the first patient has been dosed in its Phase 1/2 clinical trial, DELIVER, 
evaluating DYNE-251 for the treatment of Duchenne muscular dystrophy (“DMD”) mutations amenable to exon 51 skipping.


 
The DELIVER trial is a Phase 1/2 global clinical trial evaluating DYNE-251, consisting of a 24-week multiple ascending dose (“MAD”) randomized 
placebo-controlled period, a 24-week open-label extension and a 96-week long-term extension. The trial, which is designed to be registrational, is expected 
to enroll approximately 46 ambulant and non-ambulant males with DMD who are ages 4 to 16 and have mutations amenable to exon 51 skipping therapy. 
The primary endpoints are safety, tolerability and change from baseline in dystrophin levels as measured by Western blot. Secondary endpoints include 
measures of muscle function, exon skipping and pharmacokinetics. The Company anticipates reporting data from the MAD placebo-controlled portion of 
the DELIVER trial on safety, tolerability and dystrophin in the second half of 2023.  
  
In the MAD placebo-controlled portion of the DELIVER trial, patients will be randomized to receive DYNE-251 or placebo every four weeks 
intravenously based on a global protocol designed to incorporate feedback from multiple regulatory authorities, including on starting dose. Patient cohorts 
will be dosed from 0.7 mg/kg to 40 mg/kg (approximate PMO dose) in the United States. Outside the United States, starting doses and number of cohorts 
will vary by region. Following the placebo-controlled period, patients may transition to DYNE-251 treatment in the open-label portion of the trial and in 
the long-term extension.

DYNE-101 Update
  
On September 6, 2022, the Company announced the initiation of its Phase 1/2 clinical trial, ACHIEVE, evaluating DYNE-101 for the treatment of 
myotonic dystrophy type 1 (“DM1”). The first patient in the trial is expected to be dosed in September 2022.


 
The ACHIEVE trial is a Phase 1/2 global clinical trial evaluating DYNE-101, consisting of a 24-week MAD randomized placebo-controlled period, a 24-
week open-label extension and a 96-week long-term extension. The trial, which is designed to be registrational, is expected to enroll approximately 64 
adult patients with DM1 who are 18 to 49 years of age. The primary endpoints are safety and tolerability. Secondary endpoints include pharmacokinetics 
and pharmacodynamics, including change from baseline in splicing, as well as measures of muscle strength and function. The Company anticipates 
reporting data from the MAD placebo-controlled portion of the ACHIEVE trial on safety, tolerability and splicing in the second half of 2023.  
  
The ACHIEVE trial is designed to efficiently optimize dose level and frequency. In the MAD portion of the trial, patients will be randomized to receive 
DYNE-101 or placebo intravenously every four weeks or every eight weeks for 24 weeks, depending on cohort. Patient cohorts will be dosed from 1.8 
mg/kg to 10.2 mg/kg (approximate ASO dose) across four cohorts. Following the placebo-controlled period, patients may transition to DYNE-101 
treatment in the open-label portion of the trial and in the long-term extension.
  
FSHD Program Update 
  
On September 12, 2022, the Company announced that it is prioritizing its focus and resources on its clinical programs, DYNE-101 in DM1 and DYNE-251 
in DMD. The Company remains committed to advancing its facioscapulohumeral muscular dystrophy (“FSHD”) program but is deferring the 
Investigational New Drug ("IND") application submission for DYNE-301 originally targeted for the second half of 2022. The Company plans to provide an 
update on the FSHD program in 2023.
  
Cash Runway Update 
  
As a result of deferring the IND submission for DYNE-301, the Company expects that its existing cash, cash equivalents and marketable securities will 
enable it to fund its operating expenses and capital expenditure 
 



 
requirements through 2024. The Company has based this estimate on assumptions that may prove to be wrong, and it could exhaust its available capital 
resources sooner than it expects.
 
Forward-Looking Statements
 
This Form 8-K contains forward-looking statements that involve substantial risks and uncertainties. All statements, other than statements of historical facts, 
contained in this Form 8-K, including statements regarding the Company’s strategy, future operations, prospects and plans, objectives of management, the 
potential of the FORCE platform, the anticipated timelines for dosing patients in the DYNE-101 clinical trial and for reporting data from the DYNE-251 
and DYNE-101 clinical trials, the trial design of the Company’s DYNE-251 and DYNE-101 clinical trials, the expected timeline for submitting an 
investigational new drug application for the Company’s FSHD program and the sufficiency of the Company’s existing cash resources for the period 
anticipated, constitute forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995. The words “anticipate,” 
“believe,” “continue,” “could,” “estimate,” “expect,” “intend,” “may,” “might,” “objective,” “ongoing,” “plan,” “predict,” “project,” “potential,” “should,” 
or “would,” or the negative of these terms, or other comparable terminology are intended to identify forward-looking statements, although not all forward-
looking statements contain these identifying words. The Company may not actually achieve the plans, intentions or expectations disclosed in these 
forward-looking statements, and you should not place undue reliance on these forward-looking statements. Actual results or events could differ materially 
from the plans, intentions and expectations disclosed in these forward-looking statements as a result of various important factors, including: uncertainties 
inherent in the identification and development of product candidates, including the initiation and completion of preclinical studies and clinical trials; 
uncertainties as to the availability and timing of results from preclinical studies and clinical trials; the timing of and the Company’s ability to initiate and 
enroll patients in clinical trials; whether results from preclinical studies will be predictive of the results of later preclinical studies and clinical trials; 
whether the Company’s cash resources will be sufficient to fund the Company’s foreseeable and unforeseeable operating expenses and capital expenditure 
requirements; uncertainties associated with the impact of the COVID-19 pandemic on the Company’s business and operations; as well as the risks and 
uncertainties identified in the Company’s filings with the Securities and Exchange Commission (“SEC”), including the Company’s most recent Form 10-Q 
and in subsequent filings the Company may make with the SEC. In addition, the forward-looking statements included in this Form 8-K represent the 
Company’s views as of the date of this Form 8-K. The Company anticipates that subsequent events and developments will cause its views to change. 
However, while the Company may elect to update these forward-looking statements at some point in the future, it specifically disclaims any obligation to 
do so. These forward-looking statements should not be relied upon as representing the Company’s views as of any date subsequent to the date of this Form 
8-K.
 



 
SIGNATURES 

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. 
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