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a b s t r a c t 

Background: Expanding access to naloxone is one of the most impactful interventions in decreasing opioid-related 

mortality. However, state distribution rates of naloxone are insufficient to meet community need. The current 

study sought to better understand this gap by focusing on state policies that may facilitate or impede naloxone 

distribution in four states highly impacted by fatal opioid overdoses – Kentucky, Massachusetts, New York, and 

Ohio. 

Methods: We provide a descriptive analysis of the policy landscape impacting naloxone distribution through 

pharmacy and community channels in the four states participating in the HEALing Communities Study (HCS). 

Publicly available data and the expertise of the research team were used to describe each state’s naloxone access 

laws (NALs), Medicaid coverage of naloxone, and community overdose education and naloxone distribution 

infrastructure. Data presented in this study represent the most current policy landscape through September 2022. 

Results: Variation exists between specific components of the NALs of each state, the structure of Medicaid cov- 

erage of naloxone, and the community distribution infrastructure networks. Massachusetts and New York have 

a statewide standing order, but other states use different strategies short of a statewide standing order to ex- 

pand access to naloxone. Quantity limits specific to naloxone may limit access to Medicaid beneficiaries in some 

states. 

Conclusion: States participating in the HCS have developed innovative but different mechanisms to ensure nalox- 

one access. Policies were dynamic and moved towards greater access. Research should consider the policy land- 

scape in the implementation and sustainability of interventions as well as the analysis of outcomes. 
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. Introduction 

The opioid crisis in the United States continues to worsen with more

han 107,000 drug overdose deaths occurring in the United States in

021 ( Ahmad et al., 2021 ). Naloxone, an opioid antagonist, is a pre-
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cription medicine that can rapidly reverse an opioid overdose when

dministered in a timely manner at the appropriate dose. There are sev-

ral products approved by the U.S. Food and Drug Administration for

mergency reversal of known or suspected opioid overdose including

ser-friendly nasal sprays and injectable formulations. Overdose educa-

ion and naloxone distribution (OEND) is an evidence-based strategy to

educe opioid-related mortality, with studies showing that expanding

ccess and availability of naloxone in communities is among the

ost impactful interventions in decreasing opioid overdose deaths
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 Irvine et al., 2019 ; Pitt et al., 2018 ; Rao et al., 2021 ). Despite this

vidence, a 2021 modeling study that set a saturation benchmark of

aloxone available at 80% of witnessed overdoses found that nearly

very state in the United States was under-saturated with naloxone

 Irvine et al., 2022 ). 

Naloxone is made available to communities in the United States

hrough two main mechanisms: dispensing through pharmacies and dis-

ribution by community-based organizations ( Weiner et al., 2019 ). Poli-

ies play an important role in accessing naloxone, primarily through

tate and organizational policies including Naloxone Access Laws

NALs), policies that impact community distribution infrastructure for

END, and payor reimbursement. 

As a prescription medication in the United States, naloxone is regu-

ated under the federal Food, Drug and Cosmetic Act and accompanying

tate laws that govern the distribution and dispensing of prescription

edications, both of which currently require a valid prescription from

 licensed health care provider before naloxone can be dispensed. To

ncrease access to naloxone, states have implemented NALs that circum-

ent these regulatory requirements, simplifying the process of obtaining

aloxone and expanding who can receive and distribute it. NALs, there-

ore, play an important role in both pharmacy dispensing and commu-

ity distribution. While these laws vary by state, they typically include

ne or more of the following provisions: (1) allowing for non-patient-

pecific prescriptions through a standing or protocol order; (2) grant-

ng prescriptive authority to pharmacists; (3) permitting third-party pre-

cribing that authorizes the prescribing and dispensing of naloxone to

eople who are not at-risk of overdose themselves, but are likely to wit-

ess an overdose and administer naloxone to others; (4) mandatory co-

rescribing to persons at high risk for overdose, such as those dispensed

igh doses of prescription opioids or with a history of substance use dis-

rder; or 5) removal of professional, civil, and/or criminal liability for

ersons administering, prescribing, or dispensing naloxone ( Davis and

arr, 2015 , 2017 ). All 50 states had implemented NALs as of 2017, with

apid adoption beginning in 2013 ( Bohler et al., 2021 ). There is rigor-

us evidence suggesting NALs increase naloxone availability in com-

unities with mixed evidence of their impact on opioid-related mortal-

ty ( Mauri et al., 2020 ; Smart et al., 2020 ). Some provisions appear to

e especially important; those requiring a standing order or allowing

hird-party prescribing were associated with higher rates of naloxone

ispensing from pharmacies ( Gertner et al., 2018 ; Xu et al., 2018 ). Co-

rescription provisions that mandate prescribing naloxone with another

rescription for individuals at high risk for an opioid overdose have also

een associated with higher naloxone dispensing ( Green et al., 2020 ;

ohn et al., 2019 ). 

Community distribution of naloxone is typically provided by OEND

rograms. These programs equip people at risk for overdose, family

embers, friends, and other bystanders with naloxone rescue, usually at

o cost, and oftentimes serve high-risk populations, such as people who

se drugs and their social networks. Community OEND programs edu-

ate and train potential rescuers to respond to an opioid overdose and

ave been shown to improve potential rescuers’ attitudes toward nalox-

ne; their implementation has been associated with community-level

ecreases in overdose death rates ( Razaghizad et al., 2021 ). Despite this

vidence, implementation, expansion, and sustainability of these pro-

rams rely on acquiring adequate and permanent funding ( Green et al.,

012 ; McDonald et al., 2017 ; Wheeler et al., 2015 ). These programs

re primarily financed through state and federal grant funding mech-

nisms with some state discretion on how funding is allocated; how-

ver, in some communities OEND programs offered by local non-profit

arm reduction and recovery organizations may rely solely on volun-

eer efforts and private donations. Several state and organizational ini-

iatives have emerged to keep the costs of naloxone down for commu-

ity OEND programs with some states having policies allowing for bulk

urchasing of naloxone ( Colorado Department of Public Health and En-

ironment, 2022 ) and special contracts with pharmaceutical companies

 NYS Department of Health, 2021 ). Harm reduction organizations have
2 
oined together to increase leverage for price negotiation in the face

f increasing naloxone prices ( Doe-Simkins et al., 2022 ). In addition to

unding, legal barriers may exist for community OEND programs. These

ay be addressed in NALs such as standing orders that include com-

unity OEND programs, Good Samaritan Laws limiting civil and crim-

nal immunity for layperson administering or others distributing nalox-

ne, and third-party prescribing ( Davis and Carr, 2015 ; Lambdin et al.,

018 ). In September 2022, the federal U.S. Food and Drug Adminis-

ration issued new guidance aimed to improve community access to

aloxone by exempting harm reduction programs from certain drug sup-

ly chain tracking requirements ( U.S. Food and Drug Administration,

022 ). 

Access to health insurance and payor reimbursement also play a

ole in naloxone distribution. Reimbursement and insurance coverage

or naloxone have been increasing among public and private payors

 Sohn et al., 2020 ). However, the price of naloxone without insur-

nce remains high and insurance may only partially cover the expense

 Peet et al., 2022 ). Even though Medicaid beneficiaries face lower costs,

hese costs may still be a barrier for low-income individuals. The Medi-

aid population is especially vulnerable to opioid-related overdose, as it

s estimated that 4 in 10 nonelderly adults with opioid use disorder are

edicaid beneficiaries ( Orgera and Tolbert, 2019 ). Additional payor re-

trictions may further reduce naloxone access, such as monthly quantity

imits and coverage exclusion of certain naloxone formulations. State

olicies increasing coverage and reducing costs of naloxone are also

ikely to increase access. For example, there is evidence that naloxone

ccess increased in states participating in Medicaid expansion, a policy

hange in the United States where states could opt into expanding public

ealth insurance among low-income individuals ( Frank and Fry, 2019 ;

ohn et al., 2020 ), and this was the most important state-level naloxone

olicy ( Frank and Fry, 2019 ), highlighting the importance of having

ealth insurance with low out-of-pocket costs. 

Awareness of naloxone policies and how they are interpreted can also

mpact access. Previous literature across a wide range of states identi-

ed policy misunderstandings around NALs’ provisions including stand-

ng orders, requirements for identification to receive naloxone, age re-

uirements, and mandates for pharmacies to maintain a continuous sup-

ly of naloxone ( Evoy et al., 2018 ; Graves et al., 2019 ; Jimenez et al.,

019 ; Thompson et al., 2019 ; Wu et al., 2020 ). Lack of clarity around

nsurance billing when dispensing under a standing order can be prob-

ematic ( Evoy et al., 2018 ; Thompson et al., 2019 ). In addition, given

he complexities of NALs, implementation of these laws can be slow,

ith expert consensus that statewide standing/protocol orders are the

ost implementable and effective type of NAL provision ( Smart and

rant, 2021 ). There is a delicate balance between a potential portfolio

f naloxone polices that are effective at reducing overdose mortality and

hat is implemented at the state level, with consideration to sustain-

bility, equity, financial viability, political feasibility, and immediate

mpact. 

The HEALing (Helping to End Addiction Long-term) Communities

tudy (HCS) is an ongoing multisite, parallel-group, cluster-randomized

ontrol trial in 67 communities that are highly affected by the opi-

id crisis in four states, Kentucky, Massachusetts, New York, and Ohio

 HEALing Communities Study Consortium, 2020 ). The HCS is examin-

ng the impact of the Communities That HEAL (CTH) intervention. CTH

s a community-engaged, data-driven planning process promoting the

mplementation of an integrated set of evidence-based practices across

ealth care, behavioral health, justice, and other community-based set-

ings ( Sprague Martinez et al., 2020 ). The goal of the study is to re-

uce opioid-related overdose deaths, with naloxone distribution repre-

enting a critical component of the CTH ( Winhusen et al., 2020 ). See

inhusen et al. (2020) for more information on naloxone-specific inter-

entions that are part of the CTH. 

In the current study, we provide a descriptive analysis of the pol-

cy landscape impacting naloxone distribution through pharmacy and

ommunity OEND channels in the four states participating in the HCS.
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e define policy as statutes and regulations at the state level that in-

uence naloxone distribution, specifically NALs, Medicaid coverage and

eimbursement, and community OEND infrastructure and funding. We

lso provide baseline rates for naloxone distribution in HCS communi-

ies aggregated at the state level. Given naloxone distribution is substan-

ially impacted by state policies, accounting for this policy landscape

ay be critical in the HCS efforts to increase access and availability to

aloxone. 

. Material and methods 

This study conducted a descriptive analysis of policies with the abil-

ty to facilitate or impede availability and accessibility of naloxone in the

our states participating in the HEALing Communities Study (HCS). Poli-

ies included NALs, Medicaid coverage of naloxone, and the community

END infrastructure. Data presented in this study represent the most

urrent naloxone policy landscape upon completion of this manuscript

September 2022). 

.1. Naloxone access laws 

Several sources were used to examine NALs and how nuances within

hese policies might affect naloxone access and availability. For cur-

ent provisions we used: (1) Prescription Drug Abuse Policy System, a

atabase providing data up to the end of 2021, (2) a Legislative Analy-

is and Public Policy Association report summarizing state NALs up to

eptember 2020, and, (3) Nexis Uni to identify relevant state statutes

nd regulations that were not captured or differed between the first

wo sources ( Legislative Analysis and Public Policy Association, 2020 ;

rescription Drug Abuse Policy System, 2022 ). For describing the nu-

nces of NALs, we utilized the expertise of researchers across the four

tates to highlight the unique features of these laws that might affect

aloxone access and availability. 

.2. Medicaid coverage 

We conducted web searches for information on each state’s Medicaid

rogram to identify current policies related to the coverage of naloxone,

ncluding covered products, preferred vs. non-preferred products, prior

uthorization (PA) requirements, clinical criteria for use, quantity lim-

ts, and beneficiary cost-sharing (i.e., co-pay). We describe coverage for

ifferent formulations of naloxone, including injectable or nasal spray,

randed or generic, and standard or high dose. Information not clearly

dentified from web searches was collected via email or telephone com-

unication with state Medicaid Pharmacy Directors. 

.3. Community OEND distribution infrastructure 

State Opioid Response (SOR) grant funding, online searches, and the

xpertise of research teams constituted data sources for OEND infras-

ructure in each state, including an overview of partnerships and initia-

ives to support community OEND sites and how they are financed. Pub-

ic documents were examined including annual congressional reports to

etter understand the role of SOR grant funding in building and main-

aining OEND infrastructure ( Substance Abuse and Mental Health Ser-

ices Administration, 2021 ). Google searches were conducted with the

erms “naloxone ”, “community distribution ”, “initiative ”, and the name

f each state to scan publicly available documents describing state ini-

iatives and frameworks that facilitate community distribution of nalox-

ne. 

.4. Naloxone distribution rates 

To support the policy landscape analysis between states, we obtained

aseline naloxone distribution rates for HCS communities aggregated

t the state level before the HCS study began. This data from 2019
3 
as further broken down into pharmacy dispensing rates and commu-

ity distribution rates. The number of naloxone units (each unit con-

ains two doses of naloxone with dose being defined as the quantity of

edication packaged into one naloxone administration) dispensed by

ommunity pharmacies was collected from the proprietary IQVIA pre-

cription database Xponent® (Danbury, CT). The number of naloxone

nits distributed by the community was collected from state adminis-

rative sources such as departments of health, hospitals, and emergency

epartments. For these measures, one unit (two doses) represents one

aloxone kit, which often include other items such as face shields and

ocket masks. Rates were calculated based on HCS community popu-

ation derived from either United States Census Data (county level) or

he American Community Survey (ZIP code level) and are presented as

aloxone distribution rates per 1000 residents. Although there is hetero-

eneity of HCS communities in each of the four states, all communities

ere selected based on being highly impacted by opioid-related mor-

ality and efforts were made in the study design of the HCS to increase

eneralizability of the study findings, such as including both rural and

rban communities in each state and selecting states from different re-

ions of the country ( El-Bassel et al., 2020 ; HEALing Communities Study

onsortium, 2020 ). 

. Results 

The policy landscape regulating pharmacy dispensing and commu-

ity distribution of naloxone varies across the four states participating in

he HEALing Communities Study (HCS). In this section, we give a sum-

ary of the current NALs and regulations specific to each state. This

xamination includes a nuanced perspective of each state’s NALs and

ther laws and regulations pertaining to naloxone dispensing and dis-

ribution, with a focus on how these policies may impede or facilitate

aloxone access ( Table 1 ). Next, we provide a summary of Medicaid

olicies in relation to reimbursement for naloxone including specific

ormulations ( Table 2 ). Lastly, we give an overview of the community

END infrastructure for each state. 

.1. Kentucky 

.1.1. Naloxone access laws 

The first NAL in Kentucky became effective in June 2013 authorizing

hird-party prescribing and granting immunity provisions that provide

rotection against legal action. It has been amended three times to in-

rease flexibility and legal protections. Currently, Kentucky’s NAL per-

its licensed health care providers to prescribe and dispense naloxone

irectly, or via standing order, to individuals and agencies such as jails,

mergency medical services, fire departments, harm reduction agencies,

nd schools. It explicitly authorizes individuals and agencies who re-

eive naloxone prescriptions to possess, administer, or further distribute

aloxone as part of a harm reduction program to persons who have been

rained on its use. Kentucky’s NAL also provides professional immunity

or prescribers and dispensers, and criminal and civil immunity for a

erson providing or administering naloxone. There is no naloxone co-

rescription mandate in Kentucky. 

A pharmacist may initiate the dispensing of naloxone to a person or

n agency under a physician-approved protocol by applying to the Ken-

ucky Board of Pharmacy to become naloxone-certified. Although there

s no statewide standing order, the Medical Director for the Department

f Medicaid Services can authorize a protocol for pharmacies that lack

 physician to do so. Pharmacists initiating naloxone dispensing under

rotocol must provide verbal counseling and written educational ma-

erials appropriate to the form of naloxone dispensed to each person

eceiving naloxone under the protocol. Pharmacies with a protocol in

lace can choose to be listed publicly in the statewide registry. How-

ver, due to the voluntary nature of the protocol and the naloxone reg-

stry, it is unclear how many pharmacies offer naloxone without a pre-

cription. Previous research suggests that a large portion of pharmacists
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Table 1 

Selected naloxone access law provisions for each state participating in the HEALing communities study. 

Kentucky Massachusetts New York Ohio 

Pharmacists can dispense without prescription 
√ √ √ √

Statewide standing order 
√ √

Third-party Prescribing 
√ √ √ √

Co-Prescription Mandate 
√ √

Pharmacy must maintain sufficient supply 
√

Pharmacist educational requirement 
√

Recipient educational requirement 
√ √ √ √

Identification not required for pharmacy dispensing 
√ √

Civil/criminal immunity for person administering 
√ √ √ √

Immunities for prescriber and dispenser 
√ √ √

1 Ohio passed recent legislation to allow pharmacies to obtain and maintain sufficient supply of naloxone for use in emergencies but this is not mandated; See 

https://codes.ohio.gov/ohio-revised-code/section-4729.515 . 
2 Although New York’s NAL does not explicitly address prescriber and dispenser immunity, broad immunity is likely interpretable under the NAL. 
3 New York’s NAL provision for co-prescription became effective in June 2022 and statewide standing order became effective in August 2022. 

Table 2 

Naloxone formulations provided by medicaid for each state participating in the healing communities study. 

Product/Strength/Form Kentucky Massachusetts New York ∗ Ohio ∗∗ 

Naloxone HCL 0.4 mg/1mLInjection (1 mL cartridge, 1 mL and 10 mL vials), Generic PA/QL 
√ √ √

Narcan®Naloxone HCL 4 mg/0.1mLNasal Spray, Brand QL 
√ √

$2 Co-pay 

Naloxone HCL 4 mg/0.1mLNasal Spray, Generic QL Trial of Narcan ® first 
√ √

Kloxxado®Naloxone HCL 8 mg/0.1mLNasal Spray, Brand QL PA 
√

$2 Co-pay 

Zimhi®Naloxone 5 mg/0.5 mL prefilled syringe, Brand PA NC 
√

$2 Co-pay 

-NC denotes not covered; PA denotes prior authorization; QL denotes quantity limit. 
∗ $1 co-pay for New York Medicaid beneficiaries for all brand and generics paid by N 

–CAP program. 
∗∗ OH Medicaid managed care organizations might impose quantity limits. 
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re reluctant to enter into a protocol agreement to dispense naloxone

 Freeman et al., 2017 ). 

.1.2. Medicaid coverage policies 

Kentucky Medicaid implemented a single preferred drug list for use

n both the fee-for-service and managed care organization populations

n January 2021 and mandated use of a single pharmacy benefits man-

ger to manage prescription drug benefits for all Medicaid beneficia-

ies in July 2021. All nasal spray formulations are covered without a

A, including generic naloxone 4 mg, brand name Narcan® 4 mg and

loxxado® 8 mg nasal spray. Zimhi® naloxone 5 mg prefilled syringe

nd naloxone 0.4 mg/1 mL vials and cartridges for injection require

A. There are quantity limits for all naloxone formulations except for

imhi®. However, there are no prescription cost-sharing requirements

n the Kentucky Medicaid program; therefore, dispensed naloxone is

vailable at no cost to the beneficiary. 1 

.1.3. Community OEND distribution infrastructure 

The Cabinet for Health and Family Services has partnered with the

entucky Pharmacists Association for the state’s OEND program. The

rogram supports community OENDs with various agencies, including

ocal health departments, syringe service programs, and law enforce-

ent and other first responder agencies. Additionally, Kentucky sup-

orts OEND efforts conducted in a variety of settings, including addic-

ion treatment centers, criminal justice settings, and other community

enues and supports OEND efforts of numerous other harm reduction

nd recovery organizations across the state. These community OEND

fforts are funded through a variety of sources, including the SOR-

unded Kentucky Opioid Response Effort program and Kentucky’s First

esponders-Comprehensive Addiction and Recovery Act grant funded

y SAMHSA ( High et al., 2020 ). 
1 Kentucky recently implemented a naloxone co-pay program for those who 

re uninsured or have commercial insurance; see https://www.kphanet.org/ 

opay . 

c  

t  

T  

e  

4 
.2. Massachusetts 

.2.1. Naloxone access laws 

The first NAL in Massachusetts came into effect in August 2012 and

ncluded provisions that allowed third-party prescribing and removed

riminal liability for the possession of naloxone without a prescrip-

ion. The Massachusetts NAL has been amended multiple times pri-

arily to increase pharmacy-based naloxone access. Currently, there

s a statewide standing order allowing pharmacies to distribute nalox-

ne without a patient-specific prescription. This type of standing order

treamlines naloxone dispensing rather than requiring each pharmacy

o secure and file a standing order individually. Current provisions cod-

fied through a Board of Registration in Pharmacy regulation require

hat all pharmacies maintain a continuous, sufficient supply of nalox-

ne and require pharmacists to provide patient education and a pam-

hlet upon dispensing naloxone under the standing order. Individuals

btaining naloxone at a pharmacy under the statewide standing order

re not required to provide identification. Studies have shown that a

arge majority of Massachusetts’ pharmacies are stocked with nalox-

ne and correctly do not require a prescription, although some phar-

acists incorrectly require personal identification and do not provide

ounseling on naloxone administration ( Pollini et al., 2020 ; Wu et al.,

020 ). Massachusetts has a remote dispensing policy allows pharma-

ists to engage in remote dispensing of naloxone if certain require-

ents are met. For example, after an overdose hotspot is identified, a

harmacy can set up a mobile distribution site outside of a brick-and-

ortar pharmacy to distribute naloxone close to where overdoses are

ccurring. 

The NAL is broad in its immunity provisions, providing civil, crim-

nal, and professional immunity to prescribers and dispensers as well

s civil and criminal immunity to persons administering naloxone. The

urrent Massachusetts NAL does not have a co-prescribing mandate, and

here is a training requirement for pharmacists ( Roberts et al., 2019 ).

here are no coverage or cost-sharing requirements placed on insur-

rs, yet the Division of Insurance did circulate a bulletin encouraging

https://codes.ohio.gov/ohio-revised-code/section-4729.515
https://www.kphanet.org/copay
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ommercial insurers to cover naloxone in August 2019. A recent amend-

ent to the NAL in April 2021 adds a provision authorizing a wide range

f personnel working in specified community-based organizations to dis-

ribute naloxone under the statewide standing order rather than requir-

ng each organization to secure and file a standing order individually.

he state has also created the Municipal Bulk Trust Fund allowing mu-

icipalities to purchase naloxone at a discounted rate for use by first

esponders. 

.2.2. Medicaid coverage policies 

Massachusetts Medicaid (i.e., MassHealth) has a unified preferred

rug list for its fee-for-service, managed care organization, and ac-

ountable care organization members. Current information from the

assHealth drug list indicates naloxone HCL 4 mg nasal spray products

re covered and that brand name Narcan® is preferred over generic

roducts (i.e., a trial of the preferred drug or clinical rationale for

rescribing the non-preferred drug generic equivalent is needed be-

ore coverage is provided for the generic). All generic injectable vials

nd syringes are covered without a PA. The 8 mg nasal spray product

Kloxxado®) requires PA. Zimhi® 5 mg prefilled syringe is not covered.

nder MassHealth, covered naloxone products are not subject to cost-

haring requirements and there are no quantity limits for this medica-

ion. 

.2.3. Community oend distribution infrastructure 

Since 2007, the Massachusetts Department of Public Health has

unded OEND agencies across the state to train and distribute naloxone

o any person likely to witness an opioid overdose (over 20 agencies

n 2022). These programs include every state-supported syringe service

rogram (30 + sites) and a statewide network of support groups for fam-

lies of people who use drugs ( Bagley et al., 2018 ; Zang et al., 2021 ).

hile naloxone is provided at no cost, participants are asked to pro-

ide an additional rationale if obtaining more than one kit. Communi-

ies where OEND programs were implemented and distributed high vol-

mes of naloxone had a reduction in opioid-related overdose mortality

 Walley et al., 2013 ). 

.3. New york 

.3.1. Naloxone access laws 

The first NAL in New York became effective in April 2006 and in-

luded provisions giving immunity to parties involved in the process

f obtaining and using naloxone and regulated opioid overdose preven-

ion programs. New York’s NAL has been amended several times to in-

rease its flexibility, legal protections, and pharmacy-based access. Up

ntil August 2022, the NAL in New York authorized pharmacies to dis-

ense naloxone under non-patient-specific prescriptions via standing or-

ers issued by individual healthcare prescribers, and chain pharmacies

ith 20 or more locations were required to secure a non-patient-specific

rescription with an authorized health care professional to dispense an

pioid antagonist or register with the New York State Department of

ealth as an opioid overdose prevention program. Recently, the New

ork Commissioner of Health has issued a statewide standing order al-

owing pharmacists to dispense naloxone without a patient-specific pre-

cription. The NAL in New York authorizes a wide range of entities to

ossess, distribute, and administer naloxone, including schools, public

ibraries, bars and restaurants, theaters, hotels, and organizations regis-

ered as opioid overdose prevention programs, such as harm reduction

rganizations. Organizations registered as opioid overdose prevention

rograms must have a clinical director to establish appropriate proto-

ols and provide training to individuals receiving naloxone. Entities de-

ned in the NAL that are not registered can obtain naloxone through a

hird-party prescription. 

Immunity from criminal, civil, and administrative liability is pro-

ided to persons experiencing an opioid overdose, laypersons adminis-

ering naloxone, and opioid overdose prevention programs dispensing
5 
aloxone, whereas prescriber and dispenser immunity is not explicitly

ddressed by the NAL. Broad immunity for these stakeholders is likely

nterpretable under the NAL. The current NAL in New York allows third-

arty prescribing and has a provision mandating educational require-

ents to those receiving naloxone through distribution of an informa-

ional card or sheet. Legislation signed at the end of 2021 and effective

une 2022 amended the NAL mandating co-prescribing of naloxone for

pioid prescriptions with a cumulative dose of 90 morphine milligram

quivalents (MME) or more per day, with opioid prescriptions that are

o-prescribed with benzodiazepines, and for patients with a history of an

verdose. New York has an initiative in place, the Naloxone Co-Payment

ssistance Program, that covers co-pays up to $40 for insured individ-

als, though pharmacies must enroll in this program. Pharmacies that

articipate in the Naloxone Co-Payment Assistance Program are more

ikely to carry naloxone ( Abbas et al., 2021 ). 

.3.2. Medicaid coverage policies 

In October 2021, New York’s Medicaid program adopted a single

tatewide formulary for opioid dependence agents and opioid antago-

ists, and the state passed recent legislation removing the requirement

or prior authorizations of these medications. Coverage is provided for

ll naloxone formulations without clinical criteria, PA, or quantity limit,

ncluding naloxone syringes and vials, 4 mg generic and brand Narcan®

aloxone nasal spray products, 8 mg Kloxxado® naloxone nasal spray,

nd Zimhi® 5 mg prefilled syringe. In New York, Medicaid beneficiaries

re subject to cost-sharing in the form of a $1 co-pay per prescription

n preferred brands and generics, with some exceptions. However, ben-

ficiaries can receive naloxone at participating pharmacies at no charge

nd the pharmacy bills the Naloxone Co-Payment Assistance Program

or the co-pay. 

.3.3. Community OEND distribution infrastructure 

The state currently has a network of over 800 opioid overdose pre-

ention programs as part of an initiative that began in 2006. These pro-

rams include health care facilities, departments of health, clinicians,

harmacies, drug treatment programs, first responders, fixed harm re-

uction organizations, and mobile units. Opioid overdose prevention

rograms train individuals in opioid overdose recognition and response

nd either furnish naloxone to individuals they train in person, by mail,

r referral to pharmacies. The trained responders include individuals

ho are themselves at risk for an overdose. The New York State Depart-

ent of Health provides naloxone at no cost to these programs. 

.4. Ohio 

.4.1. Naloxone access laws 

The first NAL in Ohio became effective in March 2014 and in-

luded immunity provisions along with permitting third-party prescrib-

ng. Similar to the other states, Ohio’s law has since been amended to

llow greater flexibility in who can furnish naloxone and to increase

harmacy-based access. The current NAL in Ohio authorizes a pharma-

ist or pharmacy intern to dispense naloxone without a prescription in

ccordance with a physician-approved protocol, essentially functioning

s a standing order. This provision can be delivered via a countywide

echanism through the local board of health, and has been associated

ith increased naloxone dispensing rates, especially in low socioeco-

omic areas, and the majority of community pharmacies are registered

o dispense naloxone without a prescription ( Gangal et al., 2020 ). How-

ver, barriers were identified in implementing this provision, such as

ost, stigma, and lack of public knowledge ( Hincapie et al., 2021 ). The

AL in Ohio allows healthcare professionals to establish a protocol to

uthorize an employee, volunteer, or contractor of a service entity to

urnish and administer naloxone to individuals so long as certain crite-

ia are met by the protocol. Specifically, the authorized individual must

nstruct the individual to whom naloxone is furnished to summon emer-

ency services as soon as possible either before or after administering
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aloxone. Previously, Ohio law required that service entities wanting to

istribute naloxone had to obtain a license as a terminal distributor of

angerous drugs, a cumbersome burden that limited the locations where

aloxone could be distributed, although a statute effective as of Decem-

er 2020 exempts service entities that have established a protocol with

 physician or board of health from this requirement. 

The immunity provisions in Ohio’s NAL are broad, providing civil,

riminal, and professional immunity to prescribers and dispensers as

ell as criminal immunity to administrators of naloxone. Recently

dopted provisions give civil immunity to administrators of naloxone

ith stipulations, namely that these provisions only apply when the in-

ividual administering naloxone summons emergency services. There

re also limited criminal liability provisions in Ohio’s statutes and regu-

ations for those who summon emergency services, further complicating

he decision to respond to an opioid overdose ( The Network for Public

ealth Law, 2018 ). The pharmacist, or a pharmacy intern under the

irect supervision of a pharmacist, must offer overdose education and

rovide written educational materials to the individual being dispensed

aloxone. A co-prescription mandate targeting populations at high risk

or an opioid overdose was added to the NAL and became effective in

ecember 2018 mandating that providers offer a prescription of nalox-

ne to patients prescribed an opioid daily dosage that equals or exceeds

0 MME, patients who are prescribed both prescription opioids and ben-

odiazepines or other sedatives, or when the patient has a history of a

onfatal opioid overdose or a current diagnosis for a substance use dis-

rder. 

.4.2. Medicaid coverage policies 

Ohio Medicaid adopted a single pharmacy benefit manager and pre-

erred drug list in January 2022 for all fee-for-service and managed care

rganization populations. All naloxone products are available without

A. Coverage is provided for both brand and generic 4 mg nasal spray

roducts, brand name Kloxxado® 8 mg nasal spray, and Zimhi® 5 mg

re-filled syringe. No cost-sharing is required for the generic injectable

ials and syringes, and the generic nasal spray products. However, the

 mg Narcan® and 8 mg Kloxxado® brand name nasal spray products

nd the 5 mg Zimhi® injection are subject to a $2 co-pay per prescrip-

ion. Quantity limits may be set by some managed care organizations. 

.4.3. Community OEND distribution infrastructure 

The Ohio Department of Mental Health and Addiction Services

OhioMHAS) launched Project DAWN (Deaths Avoided with Naloxone)

n 2012 to support a network of community OEND programs across the

tate. Funds allocated to this initiative are used to purchase naloxone

or local health departments to provide to local law enforcement, emer-

ency personnel, and first responders. Project DAWN also funds nalox-

ne distribution through partnerships with community-based organiza-

ions such as syringe service programs and correctional facilities. In May

021, OhioMHAS announced it will also allocate nearly $2.5 million in

eneral revenue funds to 23 local Addiction and Mental Health boards

o distribute approximately 60,000 additional doses of naloxone in the

ighest need ZIP codes in their region. Forty-nine of the 90 designated

IP codes fall in HCS communities. This initiative includes an allocation

f $365,000 and 9000 doses to Harm Reduction Ohio to distribute via

nline mail order or local community networks. As of April 2022, there

ere 117 Project Dawn programs registered in Ohio, and the number

f naloxone kits distributed and people trained through Project DAWN

ave steadily increased since 2016 ( Ohio Department of Health, 2022 ).

. Discussion 

.1. Comparative analysis of states participating in the HEALing 

ommunities study 

Naloxone distribution is an essential component of public health re-

ponse strategies intended to reduce opioid-related overdose fatalities.
6 
his paper highlighted policies impacting naloxone distribution within

our states participating in the HEALing Communities Study (HCS). Vari-

tion exists between specific components of the NALs of each state, the

tructure of Medicaid coverage of naloxone, and the community distri-

ution infrastructure networks. In addition, naloxone policies were dy-

amic in states participating in the HCS over the study period beginning

n 2020. 

Massachusetts had the most comprehensive NAL at the beginning of

he Communities that HEAL (CTH) intervention, supported by having

he highest naloxone dispensing rate of the four states before the study

eriod began (see Fig. 1 ). Essential provisions include a statewide stand-

ng order covering pharmacists and mandating pharmacies to maintain

 sufficient supply of naloxone (see Table 1 ). New York, having the old-

st NAL established in 2006, added several critical provisions during the

tudy period (2020–2022), including a statewide standing order and a

o-prescribing mandate. Currently, only Massachusetts and New York

ave a statewide standing order, although NALs in Kentucky and Ohio

sed strategies short of a statewide standing order to expand access to

aloxone. For example, the Deputy Commissioner for the Kentucky De-

artment for Public Health or the Medical Director for the Department of

edicaid Services can sign a protocol for pharmacists in Kentucky, and

hio has a county-wide mechanism through the local board of health.

ach state’s NAL has mechanisms in place for community-based orga-

izations to possess, distribute, and administer naloxone, but only Mas-

achusetts has a statewide standing order for these entities, which was

mplemented during the study period. Other notable NAL differences

ere that New York and Ohio had a co-prescribing mandate, although

 nuanced but important distinction was that Ohio’s NAL requires pre-

cribers to offer a prescription for naloxone whereas New York’s NAL

equires prescribers to provide a prescription for naloxone, and Mas-

achusetts and New York do not require identification for an individual

o receive naloxone from pharmacies. All states provide civil and crim-

nal immunity to persons administering naloxone and all except New

ork provide professional immunity to prescribers and dispensers of

aloxone. It is unclear, however, if these provisions have an impact on

aloxone distribution ( Smart et al., 2020 ). In addition to the provisions

hemselves, mechanisms of NAL may codify requirements of pharma-

ies, counties, or prescribers that increase administrative burden, de-

reasing access and uptake at the pharmacy level that might translate

o reduced naloxone access. 

All four of the states participating in the HCS are Medicaid expan-

ion states; however, Medicaid coverage of naloxone varies, illustrating

he heterogenous nature of state Medicaid programs (see Table 2 ). New

ork’s Medicaid program appears to have the best coverage for all for-

ulations of naloxone. Notable facilitators of naloxone access include no

ost-sharing in Kentucky, Massachusetts, and New York (through phar-

acies participating in the Naloxone Co-Payment Assistance Program)

nd coverage of at least one commonly used nasal spray and injectable

ormulation in each state. Notable barriers of naloxone access include

rior authorizations, co-pays, and quantity limits. Ohio has a co-pay

or some naloxone formulations, Kentucky has a prior authorization for

njectable formulations, and several states require prior authorizations

or newer formulations of naloxone. Kentucky does have quantity lim-

ts on some naloxone formulations, such as commonly used injectable

ormulations, and managed care organizations in Ohio can impose quan-

ity limits. Although general prescription limits on Medicaid beneficia-

ies may have minimal impact on naloxone access ( Roberts et al., 2021 ;

albert et al., 2021 ), specific quantity limits on naloxone are more likely

o restrict access to this life-saving medication. 

All four states support community-based infrastructure to distribute

aloxone through some facet of the state department of health. Kentucky

as a unique partnership between the Cabinet for Health and Family Ser-

ices and the Kentucky Pharmacists Association to support community

END programs, Massachusetts funds more than 20 agencies through

he Massachusetts Department of Public Health and these agencies have

tablished a network of OEND sites across the state, New York has a
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Fig. 1. Pharmacy dispensing, community dis- 

tribution, and total distribution rates per 1000 

residents of naloxone in HCS communities in 

Kentucky, Massachusetts, New York, and Ohio 

in 2019. 

Notes: 
∗ County-defined community population esti- 

mates based on Unites States Census for Ken- 

tucky and Ohio. 
∗ ZIP code-defined community population esti- 

mates based on American Community Survey 

for Massachusetts. 
∗ New York HCS community population esti- 

mates based on American Community Survey 

( n = 3) and the United States Census ( n = 13). 
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H  
obust network of over 800 opioid overdose prevention programs, and is

nancially supported by the New York State Department of Health, and

hio has a state initiative to coordinate 117 OEND programs across the

tate. Common distribution venues across the states include health de-

artments, addiction treatment programs, criminal justice settings, and

arm reduction programs. States provide both direct funds as well as dis-

ributing federal SAMHSA funding to purchase naloxone. New York had

he highest community distribution rate of any state before the study

eriod began, and these rates were higher than pharmacy dispensing

ates for all states, highlighting the importance of community access to

aloxone as well as the potential of inadequate and under-implemented

harmacy access laws circa 2019. In addition, a robust OEND network

roviding naloxone at no cost to consumers could partially explain low

tilization of pharmacy-based naloxone access, as in the case of New

ork. 

.2. Naloxone policies and the HEALing communities study 

There were important differences in naloxone policies between the

our states participating in the HCS, and these policies were dynamic

n each state during the study period beginning in 2020. For example,

assachusetts may have had the most favorable policy landscape for

aloxone distribution at the beginning of the CTH intervention, while

ew York implemented a co-prescribing mandate and a statewide stand-

ng order during the study period. Naloxone policy changes in all states

oved towards facilitating naloxone access. Researchers should con-

ider the evolving and varied policy landscape when implementing and

valuating the CTH intervention as well as similar interventions in the

uture. Researchers would also benefit from accounting for implementa-

ion factors when measuring the impact of opioid policies, such as NALs.

or example, a state may use strategies short of a statewide standing or-

er to increase naloxone distribution, as seen in this study, and these

uances are typically not captured in policy impact analyses. 

Expanding access to naloxone is an important goal of the HCS. As

uch, policies supporting the broadest access via pharmacies and other

ommunity organizations, funding for purchasing a range of formula-

ions, and infrastructure for naloxone distribution provide the strongest

latform for the study. For example, having a statewide standing order

or naloxone and requiring pharmacies to maintain a sufficient supply

ould go a long way toward ensuring those seeking naloxone after seeing

n HCS communication campaign on OEND can gain access. Likewise,

equiring some form of identification to obtain naloxone in pharmacies
7 
r other community-based venues could serve as a barrier to those at

ighest risk of overdose as well as individuals who might perceive a

egative impact of a naloxone prescription being reported to a life in-

urance policy ( Green et al., 2020 ). In addition, the health insurance mix

f a state may play an important role in accessing naloxone. For exam-

le, Massachusetts has the lowest uninsured rate of the four states but

lso has the highest rate of private insurance beneficiaries for whom

ut-of-pocket costs can be a significant barrier to obtaining naloxone

hrough a pharmacy ( Kaiser Family Foundation, 2022 ). 

Resources from the HCS have been used to identify gaps in laws

nd regulations, funding, and distribution networks and, when possi-

le, provide additional support, in the context of urban-rural differences

here appropriate. For example, HCS communities in all four states are

orking with jails to aid them in developing OEND programs for peo-

le returning to the community. Additionally, two states are offering

tipends to people using drugs to distribute naloxone kits to their at-risk

eers, a model shown in other states to prioritize naloxone distribution

o high-risk individuals ( Meyerson et al., 2021 ). Academic detailing is

eing provided to pharmacists in HCS communities to address barriers

o naloxone among other things. These creative strategies are intended

o supplement state and local efforts and move communities toward en-

uring the supply of naloxone meets the need. 

Increasing naloxone distribution is not just a goal of the HCS. The

orld Health Organization has released guidelines calling for increased

aloxone distribution globally ( World Health Organization, 2014 ).

aloxone policy landscapes vary considerably internationally. For ex-

mple, Australia offers naloxone as an over-the-counter medication that

an be dispensed by a pharmacist at no cost ( New South Wales Ministry

f Health, 2022 ) and in Kazakhstan naloxone has been added to the

ist of essential medicines in the country but funding inhibits its needed

upply ( Gilbert et al., 2018 ), whereas restrictive legal environments in

any countries present a significant barrier to increasing naloxone dis-

ribution ( Harm Reduction International, 2020 ). Although each country

s likely to have different regulatory frameworks and legislative systems,

ow the four states participating in the HCS have navigated a compli-

ated federalist system may offer lessons for how other countries can

ove towards policy landscapes that increase access to naloxone. 

.3. Limitations 

The current examination of the policy climate in the context of the

CS has limitations. First, the association between state naloxone poli-
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ies and naloxone distribution rates should be interpreted with caution.

ome policies were implemented after the 2019 baseline data collection,

ata were not at the state level but aggregated for HCS communities in

ach state, and this study did not examine the myriad barriers important

n naloxone access, including stigma and structural racism. However,

he focus was narrow and intended to inform how policy might inter-

ct with HCS efforts to increase naloxone distribution. It also should

e noted there may be sources of community naloxone distribution not

aptured in state administrative data, resulting in an underestimation

f community-distributed naloxone. Second, all four of the states par-

icipating in the HCS are Medicaid expansion states thus no compari-

on is made with non-expansion states, although previous research has

hown that Medicaid expansion facilitates naloxone access ( Frank and

ry, 2019 ; Sohn et al., 2020 ). Third, only payer policies for Medicaid

ere examined in this study. Private health plans typically have large

ariation in naloxone coverage and uninsured individuals are increas-

ngly burdened with out-of-pocket costs ( Peet et al., 2022 ). However,

iven that all four states are Medicaid-expansion states, a large portion

f individuals at risk for opioid overdose are likely covered by Med-

caid. Fourth, naloxone distribution rates lacked individual-level data

uch as race and ethnicity. Although equitable access to naloxone is crit-

cal given the sharp increase in overdose death rates among non-whites

 Friedman and Hansen, 2022 ), this was unable to be examined in this

tudy. Finally, this study lacks a national perspective, and the state-level

erspective could be strengthened by further qualitative research from

elevant stakeholders, although several individuals on the research team

re involved in naloxone distribution. 

. Conclusion 

Naloxone policies play a critical role in naloxone access. These poli-

ies vary among states participating in the HEALing Communities Study

HCS) and may affect implementation and sustainability of overdose

revention interventions and the primary outcome of the study, opioid-

elated overdose deaths. In this selection of four states, there is evi-

ence of variability in responsiveness to naloxone access barriers and

nnovation in mechanisms to ensure access to naloxone at pharmacies

nd OEND programs across many sectors (e.g., health care, criminal

ustice). State health authorities and state policymakers should con-

inue to lower naloxone access barriers and may consider some of the

trategies of states participating in the HCS to do so, while adapting to

ew changes in federal policy permitting novel distribution pathways

irectly benefiting harm reduction organizations ( U.S. Food and Drug

dministration, 2022 ) and preparing for a potential change that may al-

ow non-prescription distribution of naloxone ( Federal Register, 2022 ).

esearch should consider the policy landscape in both the implemen-

ation of interventions and the analysis of outcomes, including reach

nd whether there is equitable access across race/ethnicity, geogra-

hy, and community settings alongside critical public health outcomes

uch as overdose mortality. Future work could also consider if there

re specific policies that are more impactful in particular sectors and

enues, such as criminal justice and detention centers/jails where there

s a particularly high rate of fatal opioid-involved overdose deaths upon

elease. 
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