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What We’re Requesting 
We request, respectfully, a Manager’s Amendment to Section 112 of H.R. 2483, to ensure 
that the FDA’s upcoming benefit-risk report on opioid analgesics includes evaluation of the 
multiple harms associated with opioid dose reduction and medication discontinuation, 
especially in patients who have been stable on long-term therapy. 

Grounds for Request 
A growing body of evidence, including the FDA’s 2019 Safety Warning and 16 peer-reviewed 
studies, demonstrates that opioid tapering can lead to harm to patients. Some of the 
documented harms are loss of function, increased disability, disengagement from care, 
higher healthcare utilization, mental health issues, suicide, and overdose.  

Prescribing has dropped more than 50% since 2012. Yet further efforts to continue opioid 
dose reduction and elimination persist. Meanwhile, negative patient outcomes have not 
been documented, analyzed, or reported upon in any federal opioid risk evaluations. 

Proposed Amendment Language 
Please insert the following sentence into Section 112 (line 24) of the Rules Committee 
Print): 

“Such report shall also include an evaluation of the harms associated with opioid dose 
reduction and discontinuation, including overdose, suicide, loss of function, treatment 
disengagement, and newly acquired disability among patients previously stable on long-
term opioid therapy.” 
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