
 

 

December 20, 2022 
 
 
The Honorable Robert Califf, MD 
Commissioner 
U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
 

RE: Safety and Effectiveness of Certain Naloxone Hydrochloride Drug Products for 
Nonprescription Use; Request for Comments 

[Docket No. FDA-2022-N-2673] 

 

Dear Dr. Califf: 

On behalf of the American Society of Anesthesiologists (ASA) and our more than 56,000 members, I am 
writing to comment on the above Federal Register notice on the safety and effectiveness of naloxone 
hydrochloride products for non-prescription use. ASA strongly supports the availability of naloxone, a safe 
life-saving medication that can rapidly reverse an opioid overdose and significantly reduces the incidence 
of opioid overdose fatalities, to all patients across the United States.  

ASA believes that prioritizing widely available naloxone access and reducing barriers should be the next 
step in reducing deaths associated with substance use disorders. Allowing for over-the-counter use and 
increased community access to naloxone and implementing equitable access solutions is a critical 
component of addressing the opioid epidemic. Increasing the availability of naloxone, especially in 
communities across the country most impacted by drug overdoses, is a critical component of our efforts to 
reduce opioid-related overdose deaths and, when combined with the availability of effective treatment, to 
ending the opioid epidemic. 

ASA believes the following measures to increase equitable access of over-the-counter naloxone will 
further reduce and mitigate opioid overdoses nationwide among the rising tide of deaths among adults 
and youths in the United States: 

1. Expanded Use of OTC Naloxone 
2. Equitable Access Voucher System 
3. Nationwide Safe Use Education of OTC Naloxone 

According to the Centers for Disease Control and Prevention (CDC), there were an estimated 107,622 
drug overdose deaths in the United States during 2021, an increase of nearly 15% from the 93,655 
deaths estimated in 2020. ASA believes over-the-counter naloxone is a necessary next step in reducing 
drug overdose deaths that have been occurring in unprecedented numbers and ending the opioid 
epidemic. ASA recommends the creation of a voucher system from the opioid settlement funds for 
patients to receive access to the life-saving medication without financial barriers. 



 

 

ASA applauds the FDA for exploring increasing access to this life-saving tool to combat the opioid 
epidemic and reduce the amount of opioid related overdoses. While naloxone can be safely administered 
by those without a medical background, ASA recommends non-medical personnel to receive training and 
education on how to recognize an opioid overdose, and on effective resuscitation and post-resuscitation 
care, including administering naloxone. Over-the-counter availability and guidance on best practices for 
its use would allow naloxone to be readily available and prevent access disparities by state and allow for 
the widespread, equitable, and safe use of this lifesaving tool.    

Thank you for your leadership in addressing the opioid epidemic and acknowledging the importance of 
access to naloxone in communities across the nation. ASA appreciates the opportunity to provide 
comments as the FDA continues to work on this issue and would welcome the opportunity to work with 
the agency in any capacity. 

Sincerely, 

 

Michael W. Champeau, MD, FASA  
President 
American Society of Anesthesiologists 


