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Item 8.01 Other Events.

On April 9, 2014, the U.S. Food and Drug Administration granted breakthrough therapy designation for our lead product candidate, MYDICAR®, for
reducing hospitalizations for heart failure in patients who test negative for adeno-associated viral vector 1 neutralizing antibodies, are class III or IV heart
failure patients under the New York Heart Association classification system, and are not in immediate need of a left-ventricular assist device or heart
transplant. In accordance with current standard breakthrough therapy parameters, if the applicable MYDICAR development program does not continue to
meet the criteria for breakthrough therapy designation, the designation may be rescinded.
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