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HARM REDUCTION AND OVERDOSE PREVENTION

Fact Sheet

Background

Drug overdose is a nationwide epidemic. In 2021 alone, it claimed the lives of nearly 108,000 people in the
United States.' Opioids, either by themselves or in combination with other drugs or alcohol, were responsible
for approximately 75% of these deaths. However, many of these approximately 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 successfully increased access to naloxone, few explicitly address the legality of distributing
and administering the lifesaving medication past its expiration date, despite its proven efficacy and safety.* As
many governmental and non-governmental organizations increasingly have stocks of such expired naloxone, it
is important to determine the legality of distributing it. This determination is especially pressing due to an
unprecedented shortage of injectable naloxone, which has been plaguing the country since early 2021.°

This factsheet discusses whether Tennessee laws forbid the prescription, dispensing, distribution, possession,
or administration of expired naloxone. It also discusses whether taking such actions might impact a medical
professional’s risk of criminal, civil, or administrative liability for prescribing or dispensing expired naloxone, or
a layperson’s criminal or civil immunity for distributing or administering it.

In summary, Tennessee law forbids the possession, sale, or distribution of “out-of-date” prescription
medications, including naloxone. However, Tennessee’s naloxone access law provides civil and administrative
immunity for distribution and administration of naloxone, which would likely apply to 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 had expiration dates as early as the 1990s—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 high-variability



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 this study noted
that the data suggest “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 around -70 degrees Fahrenheit or heated to around 176 degrees Fahrenheit,
“remained at comparable concentrations as ampoules stored at room temperature.”®

Summary of Relevant Tennessee Law

Tennessee’s naloxone law, which was most recently amended effective July 1, 2022, increases access to
naloxone in several ways. ' First, licensed healthcare practitioners acting in good faith and exercising
reasonable care may prescribe naloxone or another opioid antagonist, directly or by standing order, to a
person at risk of overdose or to a family member, friend, or other person in a position to assist a person
experiencing an overdose.'" Licensed healthcare practitioners can also prescribe opioid antagonists to an
organization or other entity for the purpose of that organization or entity distributing the drug to someone at risk
of overdose or to family members, friends, or other people in a position to assist in the event of an overdose.'?
Further, the Department of Health’s chief medical officer may implement a statewide collaborative pharmacy
practice agreement allowing pharmacists who have completed a training program to dispense an opioid
antagonist to individuals who do not otherwise have a prescription for it.'3

Both individuals and entities acting under a standing order may receive and store naloxone or another opioid
antagonist.’ They may also provide an opioid antagonist, directly or indirectly, to individuals at risk of
overdose or their family, friends, or others in a position to assist in the event of an overdose, so long as the
provision is done at no cost to the recipient.® First responders acting under a standing order may also receive,
store, and provide an opioid antagonist to a person at risk of overdose or a person in a position to assist in the
event of an overdose.'® Individuals may administer opioid antagonists to others if they have a good faith belief
that the other person is experiencing an overdose and they exercise reasonable care in administration.'”

Civil immunity and immunity from disciplinary action is provided to licensed healthcare providers who
administer, prescribe, dispense, or issue standing orders for opioid antagonists in the absence of gross
negligence or willful misconduct.'® These immunities are also provided to pharmacists acting under the
collaborative practice agreement and the chief medical officer who implemented the agreement, so long as
they act without gross negligence or willful misconduct.'® Civil immunity is also provided to individuals or
entities providing or administering opioid antagonists in the absence of gross negligence or willful
misconduct.?°

Though not specific to naloxone, Tennessee law forbids the possession, sale, or distribution of “out of date, old
[or] deteriorated” drugs.?! Violation of this law is a class C misdemeanor.?? Per regulations governing the
practice of pharmacy, the “owner or pharmacist in charge of a pharmacy practice site shall immediately return
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or destroy all outdated” prescription drugs.?® Prohibitions regarding expired drugs also appear in regulations
governing charitable clinic pharmacies,?* juvenile detention centers,?5 child care centers,? assisted care living
facilities,?” adult care homes,? and the prescription drug donation program.?® Pharmacy regulations impose
civil penalties of up to one thousand dollars for violations of these prohibitions.3°

Legal Analysis

Tennessee law forbids the possession, sale, or distribution of outdated prescription medications, although, due
to a quirk in how the law was written, this prohibition does not appear to apply to state and local health
departments.3’

Tennessee’s naloxone access law does not directly provide protection from criminal penalties such as those
imposed for a violation of this law. For licensed healthcare practitioners or pharmacists who dispense naloxone
under the statewide collaborative practice agreement, there appears to be no protection other than the
aforementioned civil and administrative immunity. However, Tennessee law regarding “individual[s] or entit[ies]
acting under a standing order” states that, “[n]otwithstanding any other law,” so long as they are providing
naloxone at no cost to the recipient, those individuals and entities may receive, store, and provide naloxone.
The language of the statute does not track exactly to the language of the statute prohibiting the possession
and distribution of expired medications, and it is possible that the naloxone access law would preempt the
restriction on providing out of date medications.

If this prohibition was found to apply, it would not void the civil and administrative immunity provided by the
naloxone access laws. Because the efficacy and safety of expired naloxone is backed by solid evidence, and
because of the urgency needed to stop the overdose death crisis through mass distribution of naloxone,
distributing expired naloxone would likely not rise to the level of gross negligence or willful misconduct.?
Administration of expired naloxone by anyone using reasonable care and having a good faith belief that the
recipient of treatment was experiencing an overdose would also be provided civil immunity to the same extent
as provided for non-expired naloxone.3?

Conclusion

Tennessee law prohibits the possession and distribution of out-of-date prescription medication, although this
prohibition likely does not apply to health departments. There is no immunity from criminal penalties for the
possession or distribution of expired medication for prescribers or pharmacists acting under a protocol, but
there may be for individuals and entities who operate under a standing order. However, civil and
administrative immunity for the distribution of expired naloxone should apply to the same extent that it applies
to non-expired naloxone.
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