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HARM REDUCTION AND OVERDOSE PREVENTION

Fact Sheet

Background

Drug overdose is a nationwide epidemic that claimed the lives of over 100,000 people in the United States in
the past year alone.” Opioids, either alone or in combination with other drugs or alcohol, were responsible for
approximately 75% of these deaths. Many of those 75,000 people would be alive today if they had been
administered the opioid antagonist naloxone and, where needed, other emergency care.? 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.?

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. 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. This is especially true considering the unprecedented shortage of injectable naloxone that has been
plaguing the country since early 2021.°

This fact sheet briefly discusses the efficacy of expired naloxone and examines whether Kentucky law permits
the distribution and administration of such naloxone. We conclude that, while Kentucky law limits or prohibits
the use and distribution of expired medications by pharmacies and some other organizations, it is silent on the
distribution of expired naloxone by harm reduction organizations and the administration of expired naloxone by
laypersons. Further, we find that the criminal and civil immunity provided in the state naloxone’s access law
likely applies to the provision and use of expired naloxone to the same extent it applies to non-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.® 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.’

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.2

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 around -70 degrees Fahrenheit or heated to around 176 degrees Fahrenheit,
“remained at comparable concentrations as ampoules stored at room temperature.” °

Summary of Relevant Kentucky Law

Kentucky has taken several steps to increase access to naloxone. Both pharmacists who dispense naloxone
as well as physicians who prescribe it, either directly or by standing order, are immune from professional
disciplinary action for any outcomes related to those actions.’® Pharmacists may request and receive a
certification to initiate the dispensing of naloxone.!" A physician may issue a protocol to certified pharmacists
that includes (1) criteria for eligible persons or agencies, (2) identification of which naloxone products are
authorized to be dispensed, (3) education to the person whom the naloxone is dispensed, (4) procedures for
documentation of naloxone dispensation, and (5) length of time the protocol is in effect.'?

Notwithstanding any law to the contrary, a pharmacist utilizing a protocol may dispense naloxone to any
person or agency as part of a harm reduction program, regardless of who the ultimate user is, so long as the
person or agency provides training on the mechanism and circumstances for the administration of naloxone.’?

A Kentucky statute provides that a person or agency may receive a prescription for naloxone, possess
naloxone and any equipment needed for its administration, and administer naloxone to individuals
experiencing an apparent opiate-related overdose.' Any person acting in good faith who administers naloxone
received under this law is immune from criminal and civil liability, unless personal injury results from gross
negligence or willful or wanton misconduct of the person administering the drug.'

Kentucky law does contain several provisions related to expired medications. For example, regulations prohibit
reissuing patients’ expired medications in pharmacy services in hospitals'®, prohibit expired medication in
ambulance equipment kits'”, and require nurses at residential hospice facilities to discard expired medication.'®
Further, a statute requires that home health agencies have procedures for handling drugs that are beyond their
expiration date.®

Legal Analysis

Kentucky law imposes several restrictions on the storage and distribution of expired medications, including
naloxone. However, these restrictions apply only to specific entities such as hospitals and other regulated
facilities. There are no laws prohibiting the distribution of expired naloxone from harm reduction organizations
and similar outlets.
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While there are no relevant cases on the question, 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 the civil and criminal immunity provisions of the naloxone access law would
apply to expired naloxone to the same extent that they apply to non-expired naloxone.?°

Conclusion

Certain regulated facilities in Kentucky are prohibited from storing or dispensing expired medications, including
naloxone. However, no law prevents harm reduction organizations from distributing expired naloxone to the
same extent they are permitted to distribute non-expired naloxone, and laypeople who possess expired
naloxone can likely administer it in the event of an overdose without fear of legal sanctions.
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