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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 targeted cell
therapies for patients with autoimmune diseases, today announced that the U.S. Food and Drug Administration (“FDA”) has granted Fast Track
Designation for MuSK-CAART, or muscle-specific kinase (“MuSK”) chimeric autoantibody receptor T (“MuSK-CAART”) cells, to improve activities of
daily living and muscle strength in patients with MuSK antibody-positive myasthenia gravis. Cabaletta’s Investigational New Drug application for MuSK-
CAART was recently cleared by the FDA within the routine 30-day review period.

MuSK-CAART is specifically designed to target B cells that differentiate into antibody secreting cells, which produce autoantibodies against muscle-
specific kinase, a transmembrane protein found in muscle cells that is required for the formation and maintenance of the neuromuscular junction. Cabaletta
plans to initiate a first-in-human clinical trial in 2022 for MuSK-CAART.

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 its:
expectations regarding the intended incentives conferred by Fast Track Designation for MuSK-CAART to improve activities of daily living and muscle
strength in patients with MuSK antibody-positive myasthenia gravis; the expectation that Cabaletta Bio may improve outcomes for patients suffering from
MuSK MG; plans to initiate patient dosing in an open-label Phase 1 clinical trial to evaluate MuSK-CAART safety and tolerability in MuSK MG patients
in 2022; the ability of MuSK-CAART to target B cells that differentiate into antibody secreting cells, which produce autoantibodies against muscle-
specific kinase; and the progress and results of its DesCAARTes™ Phase 1 trial, including Cabaletta Bio’s ability to enroll the requisite number of patients,
dose each dosing cohort in the intended manner, and advance the trial as planned.

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 retain and recognize the intended incentives conferred Fast
Track Designation for MuSK-CAART to improve activities of daily living and muscle strength in patients with MuSK antibody-positive myasthenia
gravis; the risk that signs of biologic activity may not inform long-term results; Cabaletta’s ability to demonstrate sufficient evidence of safety, efficacy
and tolerability in its preclinical and clinical trials of MuSK-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 Cabaletta has operations or does business, such as COVID-19; 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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