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Overcoming Barriers
to Reach Community
Saturation

A number of factors prevent
communities from reaching
naloxone saturation:

® Stigma and privacy
concerns

® Limited pharmacy stocking,
especially in low income areas

® Poor understanding of
naloxone access laws

® Misinformation about
naloxone

® Fear of law enforcement
encounters

® Insurance coverage and out-of-
pocket cost of the medication
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Naloxone Background

The opioid antagonist naloxone has been U.S. Food and Drug Administration
(FDA)-approved for overdose reversal since 1971 and available through
community-based organizations such as syringe service programs (SSPs) since
the 1990s. In recent years, as opioid-involved overdoses have skyrocketed
across the United States, the life-saving medication has become an essential
part of the harm reductionist’s toolkit, and it is more widespread than ever
before. Naloxone saves tens of thousands of lives across the United States
each year (perhaps hundreds of thousands), and an estimated 16.95 million
doses were dispensed in 2021.

How much naloxone is needed?

To truly curb overdoses, research indicates that communities must reach saturation,
defined as sufficient naloxone availability to reverse 80 percent of witnessed overdoses.
In response, states have enacted naloxone access laws to allow people to purchase the
drug at pharmacies without a prescription. However, few communities have achieved
saturation.

These issues affect both access to naloxone and uptake of the medication by people
who use drugs, as well as their friends and family members. While policy alone cannot
solve all of the above problems, it can reduce some barriers to help communities
achieve greater saturation.

Less Restrictive, More Consistent Naloxone Access Laws
Although naloxone is extremely safe and non-addictive, current access laws vary
considerably by state. Ideal policies would ensure low-barrier, prescription-free access
to all laypeople, including individuals who are at risk for an overdose and potential
bystanders. Access laws should not require people to provide identification or
complete lengthy paperwork to obtain naloxone, and should allow dispensing to third
parties. Furthermore, minimalist and consistent laws across states will help pharmacy
professionals and residents understand and take advantage of naloxone access.

Expand Over-the-Counter (OTC) Status

Earlier this year, the FDA approved Narcan, an intranasal naloxone product, for over-the-
counter (OTC) sales (with a second intranasal product under consideration). Proponents
argue that OTC status will expand access beyond the pharmacy shelves, reduce stigma
and potentially drive down the medication’s price. However, skeptics claim that the
move jeopardizes insurance coverage and other funding mechanisms that have kept
out-of-pocket costs manageable. Indeed, research suggests that while shifting to OTC
status often leads to modest product price decreases and market growth, it often results
in increased out-of-pocket costs to consumers, especially if insurers cease coverage and
government programs reduce supplemental funding.

To avoid this pitfall, policy should actively foster competition—especially the approval
of generics—and consumer choice to help ensure OTC naloxone improves, rather than
hampers, access. To do this, the FDA should consider additional OTC applications not
only for more intranasal naloxone products, but also for the more affordable vials of
liguid naloxone, that may be administered via injection or intranasal atomizer.
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https://www.mass.gov/service-details/naloxone-facts-and-formulations#:~:text=In%201971%2C%20the%20Food%20and,reverse%20opioid%20overdoses%20for%20decades.
https://pubmed.ncbi.nlm.nih.gov/26086633/
https://nida.nih.gov/research-topics/trends-statistics/overdose-death-rates#:~:text=There%20were%20106%2C699%20drug%2Dinvolved,to%202021%20(Figure%202).
https://www.cnn.com/2023/01/13/health/naloxone-more-accessible/index.html
https://californiamat.org/wp-content/uploads/2020/05/MAT_Flyers_DHCS_Opioid_Crisis.pdf
https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6423a2.htm?s_cid=mm6423a2_e
https://www.tn.gov/behavioral-health/substance-abuse-services/prevention/rops.html
https://reaganudall.org/sites/default/files/2023-03/Naloxone Report FINAL 3.8.23.pdf
https://www.thelancet.com/pdfs/journals/lanpub/PIIS2468-2667(21)00304-2.pdf
https://legislativeanalysis.org/naloxone-summary-of-state-laws/
https://bmcpublichealth.biomedcentral.com/articles/10.1186/s12889-022-13741-5
https://www.cdc.gov/drugoverdose/featured-topics/naloxone.html#:~:text=Naloxone%20is%20safe.,Small%2C%20constricted%20%E2%80%9Cpinpoint%20pupils%E2%80%9D
https://www.asam.org/docs/default-source/public-policy-statements/use-of-naloxone-for-the-prevention-of-opioid-overdose-deaths-final.pdf
https://www.fda.gov/news-events/press-announcements/fda-approves-first-over-counter-naloxone-nasal-spray
https://www.formularywatch.com/view/fda-clears-narcan-otc-for-opioid-overdoses
https://www.statnews.com/2023/01/25/make-naloxone-available-otc-help-prevent-overdose-deaths/
https://www.cato.org/blog/americans-may-finally-get-access-otc-naloxone
https://www.axios.com/2023/03/30/why-otc-narcan-not-most-in-need
https://www.jmcp.org/doi/pdf/10.18553/jmcp.2002.8.6.499
https://www.fda.gov/media/161540/download
https://prescribetoprevent.org/wp2015/wp-content/uploads/Naloxone-Product-Comparison-2023.pdf
https://cdn.shopify.com/s/files/1/0639/2748/4637/files/IM_Naloxone_FAQ.pdf?v=1669955943
https://academic.oup.com/ajhp/article-abstract/71/24/2129/5111116
https://www.health.ny.gov/publications/0160.pdf
https://www.sciencedirect.com/science/article/abs/pii/S1544319122002400
https://link.springer.com/article/10.1186/s12889-022-13078-z
https://www.wbur.org/news/2018/12/05/narcan-insurance-prescription
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6870176/#:~:text=National%20pharmacies%20were%20more%20likely,pharmacies%20(p%3D0.0002).
https://www.sciencedirect.com/science/article/abs/pii/S1544319122002400
https://www.sciencedirect.com/science/article/abs/pii/S1544319119303206
https://www.sciencedirect.com/science/article/abs/pii/S0955395919302646
https://formative.jmir.org/2020/12/e22411
https://www.mdpi.com/2226-4787/9/1/30
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Enact and Strengthen Good Samaritan Laws

Good Samaritan Laws provide criminal-legal protections to individuals who administer
naloxone or call for emergency medical assistance in the event of an overdose. Almost
every state has enacted some version of this legislation, which have been shown to
lead to fewer overdose fatalities. However, the details—including what activities and
which people (caller or person who overdosed) are protected—vary from state to
state. Research suggests that the benefits of Good Samaritan Laws can be enhanced by
extending protections to overdose victims and all witnesses.

Permit and Fund Syringe Service Programs

While pharmacy and health care providers remain an important source of naloxone
for many, the above issues prevent others from using them as a resource. As a result,
roughly half the doses distributed in a given year are provided by community and
public health organizations such as SSPs. These organizations play a fundamental role
in providing overdose prevention (and reversal) education and tools. Significantly, they
do so in a stigma-free environment while often offering a range of public health and
wraparound services.

SSPs have operated since the 1980s in the United States, and have proliferated

in recent years as communities across the country have reduced legal barriers to
them in an effort to combat the overdose crisis. However, as of June 2022, 12 states
lacked legislation permitting SSPs to operate and many others had overly restrictive
regulations that hindered their services. Policies should permit the operation of SSPs,
offer protections to clients and employees, and allow the use of public funds toward
evidence-based practices.

Continue State and Federal Funding Mechanisms

The out-of-pocket cost of naloxone is widely recognized as hindering access. In 2018,
a single naloxone prescription cost uninsured individuals an average of 5250, whereas
those with insurance paid an average of $18. And while the anticipated OTC price

of $40 to $50 for two doses may benefit some people without health insurance,

harm reductionists argue that the price will still present a barrier to many who might
otherwise benefit from the more streamlined access afforded by the new status.

Government funding mechanisms, from Medicaid coverage to grants available through
states and federal resources, such as the Substance Abuse and Mental Health Services
Administration have helped keep the drug accessible to many vulnerable populations.
Such programs should be continued, even if more naloxone products are granted

OTC status. In addition to government-based assistance, manufacturer’s medication
assistance programs—such as those available for PrEP—can help make naloxone access
more equitable.
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https://www.gao.gov/assets/gao-21-248.pdf
https://harmreductionjournal.biomedcentral.com/articles/10.1186/s12954-018-0226-x
https://reaganudall.org/sites/default/files/2023-03/Naloxone Report FINAL 3.8.23.pdf
https://journals.sagepub.com/doi/pdf/10.1177/0033354920921817
https://lawatlas.org/datasets/syringe-services-programs-laws
http://legislativeanalysis.org/wp-content/uploads/2022/09/Syringe-Services-Programs-Summary-of-State-Laws.pdf
https://www.rstreet.org/wp-content/uploads/2022/07/Final-Study-No.-262.pdf
https://www.sciencedirect.com/science/article/abs/pii/S1544319120300510
https://www.mdpi.com/2226-4787/9/1/30
https://www.rand.org/news/press/2022/08/19.html
https://www.nbcnews.com/health/health-news/over-counter-narcan-cost-opioid-overdose-drug-rcna80665
https://www.commonwealthfund.org/blog/2017/medicaid-expands-access-lifesaving-naloxone
https://www.latimes.com/california/story/2023-05-21/california-overdose-narcan-workers
https://www.samhsa.gov/medications-substance-use-disorders/medications-counseling-related-conditions/naloxone/faqs
https://www.samhsa.gov/medications-substance-use-disorders/medications-counseling-related-conditions/naloxone/faqs
https://www.cdc.gov/hiv/basics/prep/paying-for-prep/gilead-medication-assistance-program.html
mailto:mailto:smckenna%40rstreet.org?subject=
http://www.rstreet.org

