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Item 8.01 Other Events.

On December 21, 2018, Capricor Therapeutics, Inc., a Delaware corporation (the “Company”), announced that it has put its HOPE-2 clinical trial on a voluntary dosing hold
pending an ongoing safety review due to a severe allergic reaction that occurred during patient infusion of blinded investigational product. The patient responded well to
medical treatment and is currently asymptomatic. The Company has notified the United States Food and Drug Administration (the “FDA”) about this issue and is working
closely with the FDA on a mitigation plan.
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