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CAP-1002 (deramiocel) 7YJ5F—h

Soptember 25, 2025 69
_ ~ Teapniser - REOQHIVI-N-£5E1-F4IR (hJVI-Nit) &
Capricor Therapeutics Provides 20254E78(CKEFDA (BREZESE) o= Uk

Regulatory Update on Deramiocel Program

for Duchenne Muscular Dystrophy CAP-1OOZO)BLA]'&%$§E|:E§?5§E%T$E%E§"

Fotoming Type & Meeting (Complete Response Letter2) [C2WT. 8AICH
R ey i, o i e i34 2023 b o LA #EENEType-A S—F1Y)3RBERRUE

SOOI - SBIMERER (HOPE-3) iBM7T—FRikic&>TFDAD

D B oy it e s o HEDNEHINIRAH

e e T L e + HOPE-3DEEFHMIAR D LA (PUL v2.0) 1'5

B s {AMEE (LVEP) ANORBEBOSNEBIORM,
T BV NALBLVEFE R GEIRFHIRE L (L= O,
BT TR 3laker 15Ty FABIADI L= (DMD) LEET

T o ) oeostary sl sl o el e ten DER (BLVEIILADOIEEE) 2BET

“The FDA remains committed to collaborating with the appicant and will exercise
further regulatory fiexibilty by reviewing data from the HOPE-3 trial."

“We are encouraged by the outcome of our discussions with the FDA, which provided ciarity
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
clinically ful and benefits in both

g
cardiac and skeletal muscie function, and HOPE-3 is designad to further validate these 1. BLA (Biologics License Application) : £ EIKIFGRERE

:::::%“:L‘-:T i:‘: Z“Qﬁfﬁ?éfﬁ?;itfiJ“é%fiéi:?ﬁgé:l‘i&‘ﬁm 2. Complete Response Letter (CRL) : FDAWRGREHFAEDFEANTE T UL AT, IREOHGE
polential approval, Above all, our mission remains unchanged: to bring this therapy to il =0 L1 o \J S 2 A = g’ P

i e , PECHRBE UGB SRR RIS
Importantly, prior to issuance of the CRL, the majority of the BLA had undergone rigorous . ypet- ;ﬁg{/ : AR et I TR

review with no significant deficiencies identifled by the FDA during the mid-cycle review o FDALDIZHEDIE

pre-licensing inspections. All CMC items identified in the CRL have been addressed and 4. LVEF (Left Ventricular Ejection Fraction) : Z2Z288 5

communicated o 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 o support the advancement of

Doramioce through roguiatory feview and toward potental launch $ER : 2025698258 H U O—)LitET 14
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e 219 SRR
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1. Regenerative Medicine Advanced Therapy (RMAT) {8i&
BABISTE 2. Orphan Drug &%
3. Rare Pediatric Disease 18
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ERARS AGRICE}, FDAtOLate-cycle meeting $d&UFAdvisory Committee | SAEEGARI. 2025455447 (10-12H8) HI(CHOPE-3
frlt EFELTV (Wh—PABLUB) DITF1>T—IEBIRTTE
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RAY=121=5 230 X=T7427. EeH0 - {RI&{E3EIBZ (DPA: Director of Patient Access)
IBEEEIRA, Filkam LR meE T - ,EE%;?%TE%(PEL:%Uent Engagement Lead)
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