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February 14, 2023 
 
The Honorable Robert Califf, MD 
Commissioner 
United States Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
 
Re: Docket No. FDA-2022-N-3245, Joint Meeting of the Nonprescription Drugs Advisory 
Committee and the Anesthetic and Analgesic Drug Products Advisory Committee 
 
Dear Commissioner Califf, 
 
On behalf of Patients Rising Now, thank you for holding both a comment period and a joint 
committee meeting on making naloxone available over-the-counter. The opioid epidemic in 
America is far reaching and larger than it’s ever been. Agency actions such as these go a long 
way towards addressing one of the most pressing health issues in the country today. 
 
Formed in 2015, Patients Rising Now has developed a significant following of over 110,000 
patients and caregivers and has guided them on their journeys to advocate for themselves and 
their loved ones to get the care and treatments they need to live a fulfilling life. As a patient 
advocacy organization, PRN supports reforms and legislation aimed at advancing patient access 
to affordable, quality healthcare.  
 
Since 1999, opioid overdose deaths have been on a meteoric rise. Opioid overdose deaths in the 
year 2020 totaled 68,630,1 dwarfing total deaths in 1999 by a factor of nearly four. When 
examining NIH data2, overdose deaths in general, which opioid-related overdoses comprise the 
lion’s share of, are now among the annual leading causes of death in the country. The root cause 
of this building crisis is tough to pin down and address, making the prevention of individual 
overdose cases vital.  
 
Fortunately, treatments such as naloxone are effective and largely available. The subject of the 
joint committee hearing is whether existing data support naloxone being offered over the counter 
for purchase with no insurance required. A CDC report investigated 16,236 overdose deaths 
from January 2019 to June 2019. The findings reveal key insights for preventing deaths. Of those 
16,236 deaths, over three in five overdose deaths (62.7%) “had evidence of at least one potential 
opportunity for intervention3” and 37% “occurred with a bystander present3.”  
 
Further, a different CDC report4 from 2015 shows a survey tracking naloxone kit distribution and 
its use in reversing opioid overdoses. In calendar year 2013, nearly 38,000 kits were given out 



 
and used to save over 8,000 lives. In this same report, from calendar year 1996 to June 2014, 
26,463 opioid overdoses were prevented thanks to naloxone. The exact number of lives that 
would’ve been saved had naloxone been more readily available cannot be determined, but it’s 
certainly an aspect of this discussion that deserves consideration in Federal rulemaking. These 
statistics point to a strong need for increased access to naloxone given the high potential to save 
someone’s life in the event of an overdose. Designating naloxone as an over-the-counter 
treatment presents an opportunity to save thousands of lives, while keeping the treatment both 
accessible and affordable. 
 
Designating naloxone as an over-the-counter treatment would not only increase its availability, it 
would also give a strong headway to combatting a major barrier to access: the stigma associated 
with addiction. It can be uncomfortable for someone with substance use disorder to pursue anti-
overdose treatments because of these societal stigmas. As a result, the people who need this 
treatment the most are, for lack of a better term, discouraged from seeking it. 
 
These changes and programs would go a long way in preventing opioid overdose deaths. In the 
wake of the steadily increasing epidemic of overdose deaths, there is a strong responsibility for 
Federal Administrations and stakeholders to take corrective measures. The upcoming joint 
committee hearing is an excellent first step and Patients Rising Now wholeheartedly supports 
these and other policy reforms to mitigate opioid overdose deaths. Thank you again for the 
opportunity to comment on this vitally important issue. 
 
Sincerely 

 
Rachel Derby 
Executive Director 


