HARM REDUCTION & OVERDOSE PREVENTION

Fact Sheet

Legality of Expired Naloxone in Oregon
Background
Drug overdose is a nationwide epidemic that claimed the lives of over 100,000 people in the United States in
the most recent twelve-month period. 1 Opioids, either alone or in combination with other drugs or alcohol,
were responsible for approximately 70% of these deaths. Many of those 70,000 people would be alive today if
they had been administered the opioid antagonist naloxone and, where needed, other emergency care. 2 In
light of the ongoing crisis, all fifty states and the District of Columbia have modified their laws to increase
access to naloxone, the standard first-line treatment for opioid overdose. 3
While these laws have been successful in increasing access to this lifesaving medication, few explicitly
address the legality of distributing and administering naloxone that is past its expiration date. 4 As many
governmental and non-governmental organizations increasingly have stocks of such expired naloxone, it is
important to determine whether that naloxone may be distributed to individuals or organizations that are able to
utilize it so that this potentially lifesaving medication does not go to waste. This is especially true considering
the unprecedented shortage of injectable naloxone that has been plaguing the country since early 2021. 5
This fact sheet briefly discusses the efficacy of expired naloxone and examines whether Oregon law permits
the distribution and administration of such naloxone. It concludes that, while regulations prohibit pharmacies
and certain health professionals from dispensing expired medications and require some organizations to
dispose of them, no laws prohibit the distribution of expired naloxone by harm reduction organizations.
Further, the state’s naloxone access law provides civil immunity to individuals who distribute and administer
naloxone so long as they do so in good faith and without wanton misconduct, a standard that may often be met
in the context of expired naloxone.

Efficacy of Expired Naloxone
Numerous studies have demonstrated that naloxone retains its potency long past its expiration date, even
when kept in less-than-ideal conditions. In perhaps the most comprehensive study on the subject, expired
naloxone samples – some which expired as early as the early 1990’s - were obtained from fire departments,
emergency medical services and law enforcement agencies. 6 Upon testing, it was discovered that these
samples, which had mostly been stored in ambulances, police cars, and similar environments, retained nearly
all of their active ingredient even after nearly 30 years in storage. Only one sample, which was more than 25
years past its expiration date, had fallen to below 90% of its original strength. 7

While that study was conducted with naloxone vials designed for injection with a needle and syringe, similar
results have been obtained with Evzio, an auto-injector device, and Narcan, a nasal spray. Testing on several
of these products that were at least one year past their listed expiration date revealed that they all retained
greater than 100% of their labeled naloxone concentration. The researchers who conducted that study noted
that the data suggests “extending the shelf life of these products” to “aid in avoiding the significant expense of
replacing them every two years and also increase the availability” of naloxone in communities. 8
Even extremes of heat and cold seem to do little to impact the efficacy of naloxone. In another study, ampoules
of naloxone were cycled through repeated heating and cooling cycles for 28 days. These samples, which had
been either repeatedly cooled to -20 degrees Celsius or heated to 80 degrees Celsius, “remained at
comparable concentrations as ampoules stored at room temperature.” 9

Summary of Relevant Oregon Law
In recognition of the continuing epidemic of opioid-related harm and the importance of naloxone in addressing
it, the Oregon legislature has modified state law to increase access to the medication in several ways. Perhaps
the most important provision reads:
“Notwithstanding any other provision of law, a pharmacy, a health care professional or a pharmacist with
prescription and dispensing privileges or any other person designated by the State Board of Pharmacy by
rule may distribute and administer naloxone and distribute the necessary medical supplies to administer the
naloxone. The pharmacy, health care professional or pharmacist may also distribute multiple kits to social
service agencies… or to other persons who work with individuals who have experienced an opiate overdose.
The social services agencies or other persons may redistribute the kits to individuals likely to experience an
opiate overdose or to family members of the individuals.” 10

The law further provides that any person who acts in good faith and without wanton misconduct is immune
from civil liability for any act or omission committed during the distribution of naloxone and related supplies, as
well as the administration of naloxone as authorized by the law. 11 A separate law permits pharmacists to
prescribe naloxone as well as supplies necessary for its administration to both individuals and entities. 12
Finally, any person who lawfully obtains naloxone “may possess, distribute or administer it for the purpose of
reversing opiate overdose.” 13
Oregon Board of Pharmacy (Board) regulations that govern the operation of pharmacies require that all
prescriptions be labeled with certain information, including the expiration date “after which the patient should
not use the drug or medicine,” and prohibit the dispensing of drugs beyond that date. 14 The same restriction
applies to prescription medications dispensed by non-pharmacist practitioners. 15 Violations of these
requirements can result in a civil penalty not to exceed $1,000 per violation for an individual or $10,000 for a
drug outlet. 16
Other regulations govern expired medications in specific locations. For example, regulations governing outdoor
youth programs require that all expired medications be returned to the base of operations and disposed of so
they are not available to children at the program, 17 while those pertaining to host homes for children with
intellectual or developmental disabilities require that expired medications be disposed of within 10 calendar
days of their expiration. 18 Regulations governing residential care agencies likewise forbid expired medications
from being maintained in the facility; 19 nearly identical language applies to therapeutic boarding schools, 20
academic boarding schools, 21 and foster care agencies. 22

Legal Analysis
Oregon law does not contain a general prohibition on the distribution or use of expired medications. However,
specific regulations governing various entities do prohibit their distribution or use in specific circumstances.
Most notably, a Board rule forbidding the dispensing of expired drugs applies to ambulatory and residential
drug outlets (such as retail pharmacies). 23 While the Board is permitted to waive “any requirements” of the rule
Page 2

forbidding the dispensing of expired medications from certain pharmacies “[u]pon written request and for good
cause,” 24 it does not appear to have done so in the case of naloxone.
However, there is an argument that this prohibition does not apply in the case of naloxone. The naloxone law
permits “a health care professional or a pharmacist with prescription and dispensing privileges or any other
person designated by the State Board of Pharmacy by rule” to distribute naloxone and other necessary
medical supplies and to administer naloxone in an emergency “[n]otwithstanding any other provision of law.” It
is plausible for this language to be read to permit the distribution of naloxone from pharmacies covered by the
prohibition on dispensing expired medications (i.e. “notwithstanding” that law). This could be clarified by the
Board explicitly waiving that prohibition in the case of naloxone, as permitted by the rule.
Regardless, the prohibition does not apply to the distribution of naloxone by social services agencies and other
individuals permitted to distribute naloxone under the law, unless they fall into one of the groups to which
specific prohibitions on the handling of expired medications apply. 25 Further, any person who acts in good faith
and without wanton misconduct is immune from civil liability for the distribution and administration of naloxone
as permitted by the law. “Wanton” misconduct is a high standard, which generally requires that a person
intentionally act “in disregard of a risk known to him or so obvious that he must be taken to have been aware of
it, and so great as to make it highly probable that harm would follow.” 26
While there are no relevant cases exactly on point, due to the demonstrated negative consequences
associated with opioid overdose and the strong evidence that naloxone, even when expired, reverses the
effects of opioids, it is likely that administering such naloxone would be deemed to be in good faith and without
wanton misconduct in the case of suspected opioid overdose.

Conclusion
Oregon has modified state law to increase access to naloxone. While it is possible that Pharmacy Board
regulations prohibit the dispensing of expired naloxone from retail pharmacies, those restrictions do not appear
to apply to expired naloxone distributed from harm reduction organizations and similar entities. It is also likely
that individuals who administer and distribute expired naloxone would be provided with civil immunity for those
actions.
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