
FDA Benzodiazepine Boxed Warning Update 
On September 24th, 2020 the FDA announced that they would be requiring an update to the 
boxed warnings of benzodiazepine drugs. The reason for the update is to inform patients about 
the abuse, dependence, and addiction risks that are associated with these products. The FDA 
now requires manufacturers of these products to describe the risk of misuse, addiction, abuse, 
dependence, and withdrawal.1  
 
Benzodiazepines are commonly prescribed medications. Four of them (alprazolam, clonazepam, 
diazepam, and lorazepam) are among the top 300 most commonly prescribed drugs in 2020.2 
The combination of the high prescription/dispense rates and the high propensity to cause 
dependence, makes patient counseling and proper labeling important and urgent. Although 
benzodiazepine dependence can occur at any dosage, it is most commonly seen in patients 
taking high doses for long periods of time. Once dependence has formed, the patient is then at 
risk of going through withdrawal if therapy is abruptly stopped. The symptoms of 
benzodiazepine withdrawal include, anxiety, insomnia, increased blood pressure, and increased 
heart rate. Seizures and delirium are severe symptoms associated with benzodiazepine 
withdrawal. Due to the potential of abuse, dependence, and withdrawal prescribers should 
take caution before prescribing benzodiazepines.  Before prescribing benzodiazepines, 
prescribers should assess their patients’ risk of abuse and addiction. Prescribers should also 
limit the doses and durations of benzodiazepines to the lowest effective dose and for the 
shortest duration possible. To discontinue therapy with benzodiazepines, patient’s doses 
should be tapered off gradually to prevent triggering withdrawal.3,4 
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