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Item 8.01

Other Events.

Cabaletta Bio, Inc. (“Cabaletta” or the “Company”), a clinical-stage biotechnology company focused on the discovery and development of engineered T
cell therapies for patients with B cell-mediated autoimmune diseases, today announced that the first patient has been dosed in the DesCAARTes™ Phase
1 clinical trial of DSG3-CAART for the treatment of patients with mucosal-dominant pemphigus vulgaris (“mPV”).
The Company’s DesCAARTes™ Phase 1 trial is an open-label, multi-center study of DSG3-CAART in adults with mPV. The trial is designed to
evaluate the safety and tolerability of DSG3-CAART as well as to identify evidence of target engagement and early signs of efficacy. The study consists
of three parts: 1) dose escalation, 2) dose consolidation, and 3) expansion at the final selected dose and schedule. The trial is expected to enroll
approximately 30 subjects across multiple clinical sites throughout the United States. Visit clinicaltrials.gov (NCT04422912) for more information.
Forward-Looking Statements
This 8-K contains “forward-looking statements” of the Company within the meaning of the Private Securities Litigation Reform Act of 1995. These
forward-looking statements include, but are not limited to, express or implied statements regarding Cabaletta’s beliefs and expectations regarding the
progress and results of its DesCAARTes™ Phase 1 trial, including Cabaletta’s ability to enroll the requisite number of patients and dosing of its first
patient; the expectation that Cabaletta may improve outcomes for patients suffering from mPV; the effectiveness and timing of product candidates that
Cabaletta may develop, including in collaboration with academic partners; the safety, efficacy and tolerability of DSG3-CAART for the treatment of
mPV; the impact of preclinical data on the future development of CAAR T therapies in our pipeline portfolio; expectations of the potential impact of
COVID-19 on strategy, future operations, and the timing of its clinical trials, including the potential impacts on initiation of its DesCAARTes™ Phase 1
trial; and statements regarding regulatory filings regarding its development programs.
Any forward-looking statements in this 8-K are based on management’s current expectations and beliefs of future events, and are subject to a number of
risks and uncertainties that could cause actual results to differ materially and adversely from those set forth in or implied by such forward-looking
statements. These risks and uncertainties include, but are not limited to: Cabaletta’s ability to demonstrate sufficient evidence of safety, efficacy and
tolerability in its preclinical and clinical trials of DSG3-CAART; risks related to clinical trial site activation or enrollment rates that are lower than
expected; risks related to unexpected safety or efficacy data observed during clinical studies; risks related to the impact of public health epidemics
affecting countries or regions in which we have operations or do business, such as COVID-19; Cabaletta’s ability to retain and recognize the intended
incentives conferred by Orphan Drug Designation for DSG3-CAART for the treatment of PV and Fast Track Designation for DSG3-CAART for the
treatment of mPV; risks related to Cabaletta’s ability to protect and maintain its intellectual property position; uncertainties related to the initiation and
conduct of studies and other development requirements for its product candidates; and the risk that the results of preclinical studies or clinical studies
will not be predictive of future results in connection with future studies. For a discussion of these and other risks and uncertainties, and other important
factors, any of which could cause Cabaletta’s actual results to differ from those contained in the forward-looking statements, see the section entitled
“Risk Factors” in Cabaletta’s most recent annual report on Form 10-K as well as discussions of potential risks, uncertainties, and other important factors
in Cabaletta’s other filings with the Securities and Exchange Commission. All information in this 8-K is as of the date hereof, and Cabaletta undertakes
no duty to update this information unless required by law.
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