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FDA Takes Action on New Boxed Warning for Acute Serious Liver Injury and Acute Liver

Failure Following Treatment with Elevidys and Revised Indication that is Limited to

Ambulatory Duchenne Muscular Dystrophy Patients

FDA Safety Communication
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A Duchenne Muscular Dystrophy
B https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/fda-investigating-deaths-due-acute-live
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FDA Approves New Safety Warning and Revised Indication that Limits Use for Elevidys

Following Reports of Fatal Liver Injury.
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https://www.ema.europa.eu/en/medicines/human/EPAR/elevidys
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