
 
June 14, 2022 
 
The Honorable Robert M. Califf, MD 
Commissioner 
Food and Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
 
RE:  [Docket No. FDA-2022-N-0165] Providing Mail-Back Envelopes and Education on Safe Disposal 

With Opioid Analgesics Dispensed in an Outpatient Setting; Establishment of a Public Docket; 
Request for Comments 

 
Dear Dr. Califf: 
 
On behalf of the American Society of Anesthesiologists (ASA) and our more than 54,000 members, we 
are pleased to provide comments in response to the Food and Drug Administration’s (FDA) request for 
comments: Providing Mail-Back Envelopes and Education on Safe Disposal With Opioid Analgesics 
Dispensed in an Outpatient Setting. As the medical specialty society representing the largest number of 
practicing physician anesthesiologists, ASA has significant interest in preventing opioid use disorder 
(OUD), risks leading to opioid overdose, and unintended deaths. We commend the FDA for exploring 
strategies to reduce the amount of unused opioid analgesics in patients' homes, reducing opportunities 
for overdose, and the development of new opioid addiction. 
 
Accidental exposure, non-medical use, and overdose of prescription opioids remains a crisis in the U.S.; 
many individuals who use opioids explicitly begin with prescription opioid analgesics and then transition to 
illicit substances. Many patients do not use all their prescribed opioid analgesics resulting in easily 
accessible supply of opioids subject to nonmedical use, accidental exposure, and risk of overdose. Safely 
dispensing and removing these unused opioids from the home is an important strategy to mitigate new 
opioid addiction and unintended deaths. ASA supports convenient, safe disposal methods for wide-
circulation to anyone prescribed opioids, and mail-back envelopes are one convenient option but should 
not be the only method promoted to patients as part of the Risk Evaluation and Mitigation Strategies 
(REMS) program. Appropriate education must also be provided to patients who are dispensed opioids in 
an outpatient setting so they understand all of their options for safe storage and disposal.  
 
ASA Supports Providing Patients with Multiple Safe Disposal Options for Unused Opioid 
Medications 
 
ASA strongly supports providing patients with multiple safe disposal options including the existing take-
back days, kiosks, flushing, and in-home disposal products. Providing mail-back envelopes to patients 
who are prescribed opioid medications could be a convenient additional option that would complement 
these existing safe disposal options. However, ASA remains concerned that providing mail-back 
envelopes will increase the risk of creating another source of diversion for prescriptions that can be 
misused. Opioid diversion is a significant cause of opioid misuse in the U.S.; many individuals who 
misuse opioids access the drugs from a family member or friend who has been safely and appropriately 
prescribed the drug. Therefore, ASA recommends this disposal program be made available for any long-
acting opioid prescription or for prescriptions of more than 100 MME; long-acting opioids and larger 
quantities of opioids pose a greater risk of addiction or injury in comparison to non-long-acting opioids 
and smaller prescription quantities. 
 



 
ASA Discourages the Use of Algorithms to Target Mail-Back Envelope Recipients 
 
As part of its notice, FDA poses the question of how an algorithm might be used to determine when to 
provide mail-back envelopes. ASA discourages against the utilization of algorithms to target mail-back 
envelope recipients. The Society believes the use of algorithms to target patients for distribution could 
result in the exclusion of those who could benefit from educational resources and this tool for safe 
disposal. 
 
ASA Recommends the FDA Require Education on All Safe Disposal Options as Part of the REMS 
Program 
 
ASA recommends that the FDA require drug manufacturers to provide education on all disposal options 
as part of the REMS program. The manufacturers of opioid analgesics should be responsible for making 
available safe disposal options and education materials on the safe storage and disposal of opioid 
medications as part of the REMS program at no cost or burden to pharmacies and patients. ASA 
encourages the FDA to require manufacturers subject to the Opioid Analgesic REMS to supply mail-back 
envelopes to outpatient pharmacies at no cost to patients or pharmacies. These pharmacies should be 
provided with mail-back envelopes, and the counseling on safe disposal may be provided to patients 
according to their own policies and procedures. We believe that placing an emphasis on educating 
patients about the various opioid analgesic disposal options will increase the disposal rate for unused 
opioids and therefore support requiring manufacturers to create educational materials to assist 
pharmacists in counseling patients on safe storage and proper disposal.  
 
ASA believes that providing patients with multiple safe disposal options and increased educational 
materials will decrease the number of unused opioids available for nonmedical use and accidental 
exposure and increase the number of unused opioids properly and safely disposed of. ASA appreciates 
the opportunity to comment on this matter and commends the FDA’s efforts to reduce the number of 
unused opioids in patients’ homes. We welcome the opportunity to work with the FDA to explore 
additional solutions. If you have any questions, please contact Ashley Walton, JD, at a.walton@asahq.org 
or 202-289-2222. 
 
Sincerely, 
 

 
 
Randall M. Clark, MD, FASA 
President 
American Society of Anesthesiologists  
 
 
 
 


