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Capricor Therapeutics Announces
Completion of Mid-Cycle Review Meeting
with FDA on Deramiocel for the Treatment
of Duchenne Muscular Dystrophy
Cardiomyopathy

-Company remains on track for PDUFA target action date of August 31, 2025-

-Advisory committee meeting to be held in advance of target action date-

SAN DIEGO, May 05, 2025 (GLOBE NEWSWIRE) -- Capricor Therapeutics (NASDAQ:
CAPR), a biotechnology company developing transformative cell and exosome-based
therapeutics for the treatment of rare diseases, today announced the completion of a mid-
cycle review meeting with the U.S. Food and Drug Administration (FDA) for the Company's
Biologics License Application (BLA) seeking full approval for deramiocel, an investigational
cell therapy, as a treatment for patients diagnosed with Duchenne muscular dystrophy
(DMD) cardiomyopathy. During the meeting, FDA stated that no significant deficiencies have
been identified by the Review Committee and that the package is on track for a Prescription
Drug User Fee Act (PDUFA) action date of August 31, 2025. The FDA has also confirmed its
intent to hold an advisory committee meeting, although an official date has not yet been set.

“The successful completion of our mid-cycle review meeting along with the upcoming
advisory committee meeting represents major milestones on the path towards approval of
deramiocel,” said Linda Marban, Ph.D., Chief Executive Officer of Capricor. “Deramiocel is a
first-in-class cellular therapy with the potential to halt or slow the progression of DMD-
cardiomyopathy, and we are pleased to have the opportunity to present the efficacy and
safety data to the advisory committee. We have been actively preparing for an advisory
committee meeting, and we look forward to providing the physician and patient perspectives
to highlight the weight of evidence supporting the transformative potential of deramiocel in
treating DMD-cardiomyopathy.”

The BLA submission is supported by Capricor’s cardiac data from its Phase 2 HOPE-2 and
HOPE-2 Open Label Extension (OLE) trials compared to patient level data from an FDA-
funded and published dataset on the natural history of DMD-cardiomyopathy and potential
biomarkers of disease progression. Efficacy from the ongoing HOPE-3 study is not part of
this BLA package submission.

v' FDA&E®DMid-Cycle Review Meeting!h\$&T
v PDUFA2(E. 2025%F8A31HTZEDSRRVRIAH

v FDA[ZAdvisory Committee Meeting3&{ET D E5M

1. SREAGRAMI T REFHhSE

2. FDAICL2EERR TEIRH

3. FDA OEEREBECRUCHEINS —RAHOEREE R . REPELFDA MEEXRM
BOURY - ARRI1yNMIOWTENENTLE> T -2 %170 ERBFOBFPIRNSBDFEREEN
NTWIACZACESE(CERL . AR I IEROERENS

HAr : 20255858 A)I-ILE T LAY -R

Capricor Therapeutics Announces Completion of Mid-Cycle Review Meeting with FDA
on Deramiocel for the Treatment of Duchenne Muscular Dystrophy Cardiomyopathy ::
Capricor Therapeutics, Inc. (CAPR)
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