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Capricor Therapeutics Provides
Regulatory Update on Deramiocel Program
for Duchenne Muscular Dystrophy
Following Type A Meeting

* FDA and Capricor aligned on endpoints for HOPE-3 pivotal trial

* HOPE-3 pivotal trial completed; topline data expected mid-Q4 2025 to support BLA
resubmission

* Company preparing to resubmit CRL response under the current BLA

+ Conference call and webcast scheduled for today at 8:30 a.m. ET

SAN DIEGO, Sept. 25, 2025 (GLOBE NEWSWIRE) — Capricor Therapeutics (NASDAQ:
CAPR), a biotechnology company developing transformative cell and exosome-based
therapeutics for rare diseases, today announced a regulatory update for its Biologics License
Application (BLA) for Deramiocel, the Company's investigational cell therapy for the
treatment of Duchenne muscular dystrophy (DMD). This update follows a recent Type A
meeting with the U.S. Food and Drug Administration (FDA) after the receipt of a Complete
Response Letter (CRL) in July 2025.

The goal of the Type A meeting was to establish a path toward potential approval of
Deramiocel for the treatment of DMD. Key outcomes included:

* The HOPE-3 clinical trial should serve as the “additional study” requested in the CRL.

* The HOPE-3 data can be submitted within the current BLA, maintaining PUL v2.0 as
the primary efficacy endpoint and suggesting left ventricular ejection fraction (LVEF) as
a key secondary endpoint, which Capricor intends to request for labeling consideration.

« Capricor plans to submit HOPE-3 data with its complete response to the CRL, with the
goal of securing a label encompassing both cardiac and skeletal muscle function in
DMD. In its meeting minutes, the FDA further emphasized its commitment, stating:
“The FDA remains committed to collaborating with the applicant and will exercise
further regulatory flexibility by reviewing data from the HOPE-3 trial.”

“We are encouraged by the outcome of our discussions with the FDA, which provided clarity
on our regulatory strategy and reinforced the opportunity to deliver HOPE-3 data as the
basis for approval, should it meet regulatory requirements,” said Linda Marban, Ph.D.,
Capricor's Chief Executive Officer. “The results from the HOPE-2 and HOPE-2-OLE studies
have already demonstrated clinically meaningful and statistically significant benefits in both
cardiac and skeletal muscle function, and HOPE-3 is designed to further validate these
findings in an adequate and well-controlled study. With HOPE-3 completed and data
expected later this year, we remain confident in our ability to advance Deramiocel toward
potential approval. Above all, our mission remains unchanged: to bring this therapy to

patients and families living with Duchenne as quickly as possible.”

Importantly, prior to issuance of the CRL, the majority of the BLA had undergone rigorous
review with no significant deficiencies identified by the FDA during the mid-cycle review or
pre-licensing inspections. All CMC items identified in the CRL have been addressed and
communicated to the FDA. Capricor believes that the addition of HOPE-3 data will further
strengthen the clinical package and support the broad potential of Deramiocel as a treatment
for DMD.

The Company also maintains a strong financial position to support the advancement of
Deramiocel through regulatory review and toward potential launch.
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