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Letters to the Editor

Oral and Long-Acting Injectable Naltrexone:  
Removal of Boxed Warning for Hepatotoxicity

To the Editor: The recent commentary “Acamprosate, 
Alcoholism, and Abstinence”1 by Barbara J. Mason provides an 
excellent overview of the Sunrise Study by Higuchi for the Japanese 
Acamprosate Study Group.2 However, Mason incorrectly states 
that naltrexone has a “black box” warning for hepatotoxicity. For 
both oral naltrexone3 and long-acting injectable naltrexone,4 the 
prescribing information was revised in 2013. It should be noted that, 
although the boxed warning was removed, there is still a warning 
and precaution related to hepatotoxicity in the full prescribing 
information of both oral and extended-release naltrexone.3,4 As 
mentioned in the commentary, it is important to utilize safe, well-
tolerated, and effective medications for substance use disorders, and 
therefore it is important that the current prescribing information 
for both formulations of naltrexone is correctly communicated 
to ensure that the treating community has the most current 
information available for the limited number of approved treatment 
options for this patient population.
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