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June 27, 2025
To the Duchenne Community,

We want to share an important update on the regulatory review process for our investigational cell therapy,
Deramiocel (CAP-1002), which is currently being reviewed by the U.S. Food and Drug Administration (FDA)
for marketing approval to treat Duchenne muscular dystrophy associated cardiomyopathy.

Last week, the FDA informed us that an Advisory Committee meeting is not indicated at this time as part of
the review of our Biologics License Application (BLA). While this change was unexpected, the Prescription
Drug User Fee Act (PDUFA) target action date remains August 31, 2025 and we have not received any
indication from the Agency that the overall review timeline has been delayed. We are scheduled to meet with
the FDA for our late cycle review in mid-July.

Cardiomyopathy is the leading cause of mortality in Duchenne and we believe Deramiocel has the potential
to address this critical unmet need. Across multiple clinical trials, Deramiocel has consistently demonstrated
a favorable safety profile and compelling evidence of clinical benefit, including long-term stabilization of
cardiac function and slowing the decline in upper limb function out to four years. These results reflect the
strength of the underlying science and Capricor’s belief that Deramiocel may help preserve quality of life for
individuals living with this devastating disease. To that end, Capricor will continue to treat the participants
of the HOPE-2-OLE and the HOPE-3 -OLE clinical trials until study closure and transition to commercial.

As we move closer to the FDA’s decision, our mission remains clear: to bring forward safe and effective
therapies for patients with rare and serious diseases. Every step of this journey, from discovery through
review, is grounded in our commitment to the Duchenne community and driven by the trust and support we
have received from patients, families, clinicians and the broader Duchenne community.

We will continue to keep you informed as the review progresses. Thank you for standing with us, for believing
in the science, and for partnering with us in the shared mission to bring meaningful therapies to the
Duchenne community.

With deep appreciation,

The Capricor Team



