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CORRECTION: Capricor Therapeutics
SAN DIEGO, June 25, 2024 (GLOBE NEWSWIRE) -- In a release issued under the headline
"Capricor Therapeutics Announces for the Treatment of Duchenne Muscular Dystrophy" on
Tuesday, June 25th by Capricor Therapeutics, please note that the words "Pre-BLA Meeting
with FDA for Deramiocel" were omitted from the headline. The corrected release follows.

Capricor Therapeutics Announces Pre-BLA Meeting with FDA for Deramiocel for the
Treatment of Duchenne Muscular Dystrophy

Capricor Therapeutics (NASDAQ: CAPR), a biotechnology company developing
transformative cell and exosome-based therapeutics for the treatment of rare diseases,
today announced that the U.S. Food and Drug Administration (FDA) has scheduled a Pre-
BLA (Biologics License Application) meeting with the Company in the third quarter of 2024
for deramiocel (CAP-1002), for the treatment of Duchenne Muscular Dystrophy (DMD).
Capricor’s goal for this meeting will be to finalize its BLA filing plans based on all currently
available data as well as to work with the FDA to outline the rolling BLA submission timeline.

“We continue to move rapidly towards potential approval of deramiocel for the treatment of
DMD,” said Linda Marbán, Ph.D., Capricor’s chief executive officer. “We now have formally
scheduled our Pre-BLA meeting with the FDA, which will finalize our BLA filing plans and
discuss available options to expedite the filing of our BLA. We recognize the FDA’s
willingness to bring impactful therapies to market as quickly as possible due to the enormous
unmet needs of patients with DMD.  While we are delighted with the approval of gene
therapy for DMD, we believe that it will take multiple therapies to combat DMD effectively.
Based on the need to address the secondary consequences of DMD, we believe
deramiocel can serve as a potential anchor therapy for DMD patients.”

Additionally, Capricor will present its latest update of the HOPE-2 open label extension
(OLE) 36-month data, both skeletal and cardiac, at the upcoming Parent Project Muscular
Dystrophy (PPMD) 30th Annual Conference being held June 27-29, 2024.

About Duchenne Muscular Dystrophy

Duchenne muscular dystrophy (DMD) is a devastating genetic disorder characterized by
progressive weakness and chronic inflammation of the skeletal, heart and respiratory
muscles with mortality at a median age of approximately 30 years. It is estimated that DMD
occurs in approximately one in every 3,500 male births and that the patient population is
estimated to be approximately 15,000 to 20,000 in the United States. DMD pathophysiology
is driven by the impaired production of functional dystrophin, which normally functions as a
structural protein in muscle. The reduction of functional dystrophin in muscle cells leads to
significant cell damage and ultimately causes muscle cell death and fibrotic replacement.
Treatment options are limited and there is no cure.
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About Capricor Therapeutics

Capricor Therapeutics, Inc. (NASDAQ: CAPR) is a biotechnology company dedicated to
advancing transformative cell and exosome-based therapeutics to redefine the treatment
landscape for rare diseases. At the forefront of our innovation is our lead product candidate,
deramiocel (CAP-1002), an allogeneic cardiac-derived cell therapy. Extensive preclinical and
clinical studies have shown deramiocel to demonstrate immunomodulatory, antifibrotic, and
regenerative actions specifically tailored for dystrophinopathies and heart disease.
Deramiocel is currently advancing through Phase 3 clinical development for the treatment of
Duchenne muscular dystrophy (DMD). Capricor is also harnessing the power of our
exosome technology, using our proprietary StealthX™ platform in preclinical development
focused on the areas of vaccinology, targeted delivery of oligonucleotides, proteins and
small molecule therapeutics to potentially treat and prevent a diverse array of diseases. At
Capricor, we stand committed to pushing the boundaries of possibility and forging a path
toward transformative treatments for those in need. For more information, visit capricor.com,
and follow Capricor on Facebook, Instagram and Twitter.

Cautionary Note Regarding Forward-Looking Statements

Statements in this press release regarding the efficacy, safety, and intended utilization of
Capricor’s product candidates; the initiation, conduct, size, timing and results of discovery
efforts and clinical trials; the pace of enrollment of clinical trials; plans regarding regulatory
filings, future research and clinical trials; regulatory developments involving products,
including the ability to obtain regulatory approvals or otherwise bring products to market;
manufacturing capabilities; dates for regulatory meetings; statements about our financial
outlook; the ability to achieve product milestones and to receive milestone payments from
commercial partners; plans regarding current and future collaborative activities and the
ownership of commercial rights; scope, duration, validity and enforceability of intellectual
property rights; future revenue streams and projections; expectations with respect to the
expected use of proceeds from the recently completed offerings and the anticipated effects
of the offerings; and any other statements about Capricor’s management team’s future
expectations, beliefs, goals, plans or prospects constitute forward-looking statements within
the meaning of the Private Securities Litigation Reform Act of 1995. Any statements that are
not statements of historical fact (including statements containing the words “believes,”
“plans,” “could,” “anticipates,” “expects,” “estimates,” “should,” “target,” “will,” “would” and
similar expressions) should also be considered to be forward-looking statements. There are
a number of important factors that could cause actual results or events to differ materially
from those indicated by such forward-looking statements. More information about these and
other risks that may impact Capricor’s business is set forth in Capricor’s Annual Report on
Form 10-K for the year ended December 31, 2023, as filed with the Securities and
Exchange Commission on March 11, 2024, and in our Quarterly Report on Form 10-Q for
the quarter ended March 31, 2024, as filed with the Securities and Exchange Commission
on May 14, 2024. All forward-looking statements in this press release are based on
information available to Capricor as of the date hereof, and Capricor assumes no obligation
to update these forward-looking statements.

Capricor has entered into an agreement for the exclusive commercialization and distribution
of deramiocel (CAP-1002) for DMD in the United States and Japan with Nippon Shinyaku
Co., Ltd. (U.S. subsidiary: NS Pharma, Inc.), subject to regulatory approval. Deramiocel is an

https://www.globenewswire.com/Tracker?data=668n9vioXEXPc-3D9fNFRYywlfNCO4wjE0n05wNwstQWQMio_P7itF3aSGZJIgqP0Rgqj5bgwduzYIWZuHw_cpe15AAse9BM_vPeDSLzSkkG95OFfC0xY5_-DWPBTKPzK1Lh3yKiDPMSR6vjnhknJj_H---haU6dN_4clrqAdBFsLAyQ4LeFTS370qqjnCK1GNs27X6L5Y-5uGpL8iSUNucewQm1sM1hNH_2_qS1cRSrniweUTuelAUlP_kNdWEyV4gavTFrWSmf9n2rVJaWsJLbYf8ry-V9PeASX7zzPlrAwgEY35H4uR5Wpgmu8xUR9K_D3Hj-VrN3aAQm7KAeVM5oMDsyyQc-z68DNpDBtq8ArniIq0u3wBuNx9MoZ5kntCa8AKCPG0jak5lQXsXyH9YNmpfMseV5KICw8OSndwAFyAup20ll6ws5KnnsDomibB_TI3DhkztiUuCo3qwoei0ZzNsROBjxXGEDOgIQ7PxGZn9I9EM-zgKGBz2hgmZvvnBd507NUr40EEGgnDVTvWTgTzhoxzPEUQXlTgOiI8QvI_LiOIu2O6cC3JHrDPa6ud_fu3L3vQ0AtNJq--yfG-p1LjIcxNU08-h0IuoDTntS9_tkCpND-CqmjnILSFvB1ElEGR6zlmdaH0mC5iIS097Gk53B89XrL6A2LC8M8AI=
https://www.globenewswire.com/Tracker?data=veYTFkOUZuu6RlfbmvI8-dzpcnuBdjYwOGWdnpQu7V6tJWGiXVkWLyTES55-q3lBBVrsjl5z7aYLVmLq0uPZTUniYGzWxLPdKHNayWxDKwAR3co0UyLSv1weuB3JHsA2IHX3akIKKBFx_yJkiMVLrdv1wjSSB_ZFfPNuPsXy6pC7-Ufe7nrxDEspSF0xX7bqhrkXBeVT8JwM39mwsLmpXrLUmCloGV6xriORWEBUfj2mNLsvn0KxHbMemf69Lj57ES7mt6ATHCM8XpNWIIoqqfZvh9Xj-qJy2SS3u8Dy691WyNEU-JQs3uD6tbC3MK37SRb4Fq1b1tmoQbrZa9ilhtVfF7mDaWuzS9KftbNi_t21Xc147LmDueOwcGjFfLgoN8kJB-vpWgDtf74xTZ8ip2nmkkZ99-r84gYlKXXF6aOjLoWOVcCeCh-axb0NILMb0S3ImLRtpZGWSdbSP7r6CV0IpUQj12Z2MaQbG9VtTpfeRwuJDQ5U0nxtEfFuc7J9s2YHZHG1Djem7a3q0d4-oY7fTd3VVzgmH_Qqr8FMOYX_qyqA9c0M7z2zDxqVWdRjKT-CfM_KkeH-2sg4SzPbhpSKi52nEC5r39fHpklojqGmMCzUZ18ez1NYRwo7ufLx893lnUuMGyoUcX9ru3fOkljug6gyGeAyDlgZmEd2s22QKZaWgGQ5waZJub9vp4h2
https://www.globenewswire.com/Tracker?data=dxn4NrDBYaZsiG0Eh8pTXV1sNlklrT6TE2-tFBElE8-gKqWIQ-h5I0LG6dXD7fJyG5YX6s-fSkW1UzMQk7Yl1Z3q1nc-eWvPhDWqItEtwGCZD8wyz1er8bGqAgNzJu2_us5DFe64TX8FS_y5uHxV01Vu9TYBsuwEuZfHG3KhR8LMKqd6qe7uQnZdKwE2ys7bzX-paS88rTuwkcib0asA768NW2GflfGIDtxolzoW3xOr-DfNKpr6mha4IU0LFOBVUP_wrjHtx6_595tIkizQysqgTuXHJt5QcX-BP2ouQsuPlyBYoRkiMbGNQcprQ0O66Fb2XET9lab_zYt6oJRSs-rJuVoV_F4zKYJ7nkIjp_em1kbIkvFPiivYRIiOWHawDuTpJ4aFpCtY11oZqBhdjMtGW6WMnEl1U0yG7HZdv-SHoJRT9WELS--HU_cPNGiWli902kaIbo5NgBNfoDd8QHITfM5Hh26dDF3soCZhgI-AxO4SPe66ufkoM_Fm8neVzWpzqKN2zEEplL9o58_Nb_E1gnKrOUCD9ZY2loCA3PaY0sqgeSKFT-tWbBu-PWadeF2QNc2q3IW_crNG23i29siRRQRFBforJq0g5EVI2uZ8aGMNmxn3I1lU9AqXEeRmln3ETw4mARRnOFQVdbK17Mtc180C-TRJE9NZsehO7JRvPWCiGprLN2hVxg6TOW6l
https://www.globenewswire.com/Tracker?data=YUSms41rpDIaPdpJCw1CLqeiSRKTlgPn5MVss6P-Rc4VdjHAWCD7KtxTiO5Kp4zEA8PXw0hQ5dvojUCIU11n1acsG_g6UlTau7GFKgyCcBMlS0rqUgt9scSUhbTdvm4c0DbvmnSmNPq4c1bZmNfDvERkFnfd-bwALcR3ArEwGDA5lGXxmmIvpQLf_CerhfdHWk24hCWC69CW8MF_bS9eWeXfsq6LKD2_3uuuGDv0i4IJw2JEc4J5kG9EIxKEdNRXEhG23BAIdYMbDgmiYHFUhxrOJu9RdFnAcDjXx9xD1MeFe2EvbJ4L2GOnyMGquqa6nqN5voE9q9MIifCaQ4N1NkgKXVTWzCrwM2TH5IAprasFOH9mOgvOLsR1lz1pV_gu_EBLYNb5GHaZNl9efmINdaSqfLV_DV9AIf4tdDiMzPmYqGqio6hgk42z_6LGkGxRUE5RH8wDEomSOLzgFVxGdidEt4Tedr4jUZmIoGHI-bpiDLLKVzDz2lMwgpxogMS38FQUQ_wn6QQIA9KZzK1VtoyClFtWzQ2kL-kdb0AH9rzzdXy1cYpX4AZE5sqc2G75xDx6KiXKhGqv0alyYHFpIlWHQKLc7e-sxaasIvPDUDXcQXpCPwjTaqGQxRkhAT29XVkrfricn36QkWr_xOyld_JpSP0ZWUbO2xOJK0O0Bhc=
https://www.globenewswire.com/Tracker?data=UnGd77RHA0hwp9I0rSbxYvAyFubv0C7ct1DT7BYOzWg0_e41XoHwGPGXdiwpkvsIcZ9qUnQl25IITPV7tv0jb-k7Tw9l5az8kZdM5reyYjS8ewSDnr-rx2-q8SBuhumCDnLERTpmdubTHnqpxWDh0jifiJKtJ8Lf6Vn7fWQi42YlqmRoqTfhO8EW6VFoao6HXJI6rXb5LI3onuw7TXZgc4Y7vvH_OmVlKyFCIBCKC8qGLytIdWYjIupHrWJPNqMiqP4Ug-WfVS778oVp2t2MlZiczw_HB-kIKcJTY7x9-L2hf3wM2horrasKh1VcdnNEYdQabktAOskJxUJ798uu3m-9kzpSyuAv3UCJSZnI_zOAYdjsBuFf5eVl5aXisBVDr69MXRzPbC4faeTiW6vgXEVpf1M-6vu-PTdzUznt1dQ=


Investigational New Drug and is not approved for any indications. None of Capricor’s
exosome-based candidates have been approved for clinical investigation.

For more information, please contact:

Capricor Company Contact:
AJ Bergmann, Chief Financial Officer
abergmann@capricor.com 
858.727.1755

Source: Capricor Therapeutics
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