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INTRODUCTION

In fall 2009, Lawrence North sophomore Aaron Sims spent Friday nights as
a promising young quarterback for his Indianapolis high school football team,
bracing for his chance in the coming year to be the team’s starter.' Less than four
years later, Sims was found dead in his bedroom next to a needle and a spoon
with a shoelace choking his right arm.” The story of Aaron Sims provides just one
example of how quickly and drastically opioid abuse can destroy a life and just
one example of how the epidemic of illicit drug use is sweeping across Indiana
and the nation. Like many, Sims slipped into the dark world of opioid abuse by
first getting his hands on a bottle of prescription painkiller drugs and progressed
to stealing family members’ pain relievers from their medicine cabinets.’
Eventually Sims became addicted to heroin, the drug that led to his overdose on
Oct. 9,2013.*

Heroin is one of dozens of drugs in the opioid family—a list that includes
widely-prescribed pain relievers oxycodone, hydrocodone, codeine, morphine,
and fentanyl.’ “Opioids are chemically related and interact with opioid receptors
on nerve cells in the brain and nervous system to produce pleasurable effects and
relieve pain,” and “addiction is a primary, chronic, and relapsing brain disease
characterized by an individual pathologically pursuing reward and/or relief by
substance use and other behaviors.” Overdoses are the leading cause of
accidental death in the United States with 52,404 drug overdoses in 2015—a
number that includes 20,101 overdose deaths from prescription pain relievers and
12,990 overdose deaths from heroin.” In 2016, 757 people died from opioid
overdoses in Indiana,’ a death rate fifty-two percent higher than the previous year
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and more than double from 2013.°

States around the country have addressed the opioid crisis in varying ways,
including allocating funds for the purposes of rehabilitation,'® focusing treatment
through buprenorphine,'' offering medication-assisted treatment (“MAT”") while
addicts are incarcerated,'” and passing laws to broaden the use of naloxone."
Likewise, Indiana’s legislature has enacted bills to fight opioid abuse, including
laws to expand MAT to pregnant women and mothers,'* house and treat homeless
individuals who have a drug addiction,”” provide mobile treatment units in
underserved parts of the state,'® ease requirements for needle exchanges,'” limit
opioid prescribing,'® and provide treatment to nonviolent drug offenders."” In the
wake of Sims’ heroin overdose death, the Indiana legislature also passed
“Aaron’s Law,” which allows individuals to obtain a prescription for naloxone
if they believe someone they know is at risk of an opioid overdose.** Naloxone,
commonly referred to as the brand name Narcan, is a prescription medication that
effectively and reliably reverses the effects of an opioid overdose and allows the
overdose victim time to seek treatment.”’ Before Aaron’s Law, Indiana limited the
use of naloxone to emergency medical professionals.”” But now laypersons can
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obtain a prescription and administer the drug.*

This Note argues that although Indiana took a step in the right direction in
2015 by passing Aaron’s Law, the state must continue to break down remaining
barriers between opioid overdose victims and access to naloxone. Specifically,
Indiana should pass laws providing criminal and professional immunity to
prescribers, dispensers, and laypersons, and federal law should permit naloxone
to be purchased as an over-the-counter drug. Part I of this Note explains the
history of opioids and how they emerged as a major contributor to addiction and
overdose deaths in the United States. Part II examines the different ways the
opioid crisis is being addressed in the United States, focusing on the use of
naloxone but also explaining methadone and buprenorphine treatments,
counseling, and MAT. Part II also discusses the arguments against increased
access to naloxone, including the misguided belief that expanding the availability
of it will provide opioid abusers an easy antidote from overdosing and will
encourage and enable them to continue to take drugs at dangerous levels. Part III
explains the current naloxone laws in Indiana compared to those of other states
and at the federal level. Part IV argues that the most effective way to expand the
availability of naloxone is for the Indiana legislature to pass laws that provide
criminal and professional immunity to prescribers, dispensers, and laypersons and
for the U.S. Food and Drug Administration (“FDA”) to reschedule naloxone as
an over-the-counter drug.

1. HISTORY OF OPIOIDS IN INDIANA AND THE UNITED STATES

A. A Centuries-Old Remedy for Pain

Opium is a powdery substance obtained from the seedpod of the opium
poppy and has been used for thousands of years to form opioids, which relieve
pain and suffering.”* For most of its history, opium was used primarily in the
Middle East, but in 1806 the morphine alkaloid was identified, ushering in the
beginning of the pharmacological production of opioid drugs.”> Use of opioid
drugs became ordinary in the nineteenth century, and individuals used the drugs
to treat non-medical issues, such as boredom, and ailments like colic and
diarrhea.”® But as the use of opioids became more commonplace, attempts to
legislate its use emerged throughout the United States, beginning in 1875 when
the city of San Francisco criminalized smoking opium outside of “opium dens.”*’
Opioid legislation finally took to the national stage when Congress passed the
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Harrison Narcotics Act of 1914, regulating opioid use by imposing “a special tax
upon all persons who produce, import, manufacture, compound, deal in, dispense,
sell, distribute, or give away opium or coca leaves, their salts, derivatives, or
preparations, and for other purposes.”*

Legislative action and a number of U.S. Supreme Court rulings in the decades
following the Harrison Narcotics Act further regulated opioid use to the point
that, by the 1940s, opioids could only be “prescribed by physicians according to
strict regulatory controls.”” Physicians were initially reluctant to prescribe
opioids because of liability for doing so inappropriately, but advocates for pain
control helped opioids become socially and medically accepted and eventually
embraced by the end of the twentieth century.”” Still, a minority in the medical
community “argue that opioids are only marginally useful in the treatment of
chronic pain, have a minimal effect on functioning, and may even worsen the
outcome,” but most physicians agree that opioids are an effective way to treat
chronic pain.*’

Generally, non-terminal patients suffering from chronic pain achieve
satisfactory results and have minimal risk of addiction when using a stable dose
of opioids.*® Physicians commonly prescribe opioids because of the wide-held
belief among their peers that opioids are a necessary tool to combat chronic pain,
which is defined as pain with a duration of more than three months® that can
significantly affect quality of life by causing “impairment of physical and
psychological health and performance of social responsibilities, including work
and family life.”** A study conducted by the Centers for Disease Control and
Prevention (“CDC”) from 2000 to 2010 found that “an estimated 1 out of 5
patients with non-cancer pain or pain-related diagnoses are prescribed opioids in
office-based settings,” and a 2017 study conducted by the National Institute of
Drug Abuse revealed that one in three Americans used prescription opioid
painkillers in 2015.*

Non-opioid alternatives to relieve chronic pain include options such as
anticonvulsants, serotonin and norepinephrine reuptake inhibitors, tricyclic
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antidepressants, over-the-counter medications, and topical nonsteroidal anti-
inflammatory drugs (“NSAIDs”).>” Non-opioid pain management methods being
investigated include endomorphins, spinal cord stimulation, and psychotherapy.*®
Medicinal marijuana is also considered an option for pain management.*
However, since “both clinical trials and clinical practice offer good evidence that
non-opioid analgesics do not provide satisfactory pain relief,” opioid painkillers
remain the most effective treatment option for most patients with chronic pain.*’

B. From Medication to Addiction

Opioids, including commonly prescribed drugs OxyContin and Vicodin,
attach to receptors in the brain when ingested and “reduce the perception of pain
and can produce a sense of well-being.”*' Because of the euphoric effects of
opioids and their effectiveness in relieving pain, patients have a tendency to use
the drugs repeatedly over time, which induces tolerance.”” “Tolerance occurs
when the person no longer responds to the drug as strongly as he or she did at
first, thus necessitating a higher dose to achieve the same effect.”* High tolerance
leads to high opioid consumption, which can produce an overdose.** Because
opioids affect brain receptors that are responsible for breathing, an overdose
victim becomes unresponsive to stimulation and breathing becomes inadequate,
which causes lips and fingers to turn blue—the common first signs of an opioid
overdose.”’ Eventually, lack of oxygen affects vital organs throughout the
body—including the brain and heart—Ileading to unconsciousness, coma, or
death.*
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next decade,”” and opioid addiction affects all races, sexes, ages, and income

brackets. More than 120,000 minors from age twelve to seventeen years old were
addicted to prescription pain relievers in 2015, and the rate of prescription use
among minors nearly doubled from 1994 to 2007.** Older patients also struggle
with addiction to opioids. Those aged forty-five to sixty-four made up forty-four
percent of overdose deaths in America from 2013 to 2014, and “the proportion
of adults 50 and older seeking treatment for opioid addiction has increased
dramatically in recent decades.™ Opioid overdose death victims are
predominantly white non-Hispanics, but the also black and Hispanic populations
suffered a substantial number of deaths.”® Heroin use in the United States has
increased among “all income levels,” with those making between $20,000 and
$49,000 a year seeing a seventy-seven percent rise in heroin use, compared to
around a sixty percent rise in the income brackets below and above that range.”'
Statistics suggest that “women may become dependent on prescription pain
relievers more quickly than men,” and nearly 50,000 women died of prescription
opioid overdoses between 1999 and 2010.%> However, men are even more likely
to die from prescription opioid overdose.™

A recent study by the CDC found that addiction to prescription opioids can
happen in a matter of days: “Even a one-day opioid prescription carried a 6
percent risk of use at one year later and a 2.9 percent risk of use at three years
later.”* Dependence spikes five days after the initial ingestion of prescription
opioids, with another large spike after continuing use for one month.”
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Dependency is defined as “a state of adaptation that is manifested by a drug class
specific withdrawal syndrome that can be produced by abrupt cessation, rapid
dose reduction, decreasing blood level of the drug, and/or administration of an
antagonist” and is an expected result of prolonged opioid use; however “physical
dependence may develop after the use of a dependency-producing drug for only
48 h[ours].”*° Fatal overdose is a serious risk for those who are addicted to
opioids, and while some are merely victims of accidentally taking too much of
their prescribed opioids,’ others either illegally obtain the drugs™ or intentionally
misuse their prescribed painkillers in a nontherapeutic way.”” Fatal overdoses can
be especially dangerous for those who have been incarcerated and then return to
the street with a lower tolerance to the drug than when they entered prison,” as
well as individuals who are attempting to curb their addiction through a
rehabilitation program and overdose during a relapse because of their change in
tolerance.®!

Even though narcotics have been restricted for more than a century
throughout the country, the epidemic did not become widespread until OxyContin
hit the market in 1996.> A year before OxyContin was introduced to the
American public, the number of painkiller prescriptions filled annually in the
United States was 87 million.”” By 2012, the number of annual painkiller
prescriptions filled in the United States peaked at 259 million.** The most recent
data provided by the U.S. Department of Health and Human Services shows that
each day in the United States, an average of more than 650,000 opioid
prescriptions are dispensed, 3,900 people initiate nonmedical use of prescription
opioids, 580 people initiate heroin use, and 78 people die from an opioid-related
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overdose.®’

C. Indiana at the Heart of the Crisis

The United States adopted its first anti-narcotics law in 1914 with the
Harrison Act,’® and Indiana enacted its own state law against the possession of
narcotics in 1935 with the Uniform Narcotic Drug Act.”” Before 2000, the
mortality rate per year in Indiana for overdose deaths stayed below 5.0 per
100,000 people, but the rate has since skyrocketed and is now the leading cause
of accidental death in the state.” Indiana ranked seventeenth in the nation in
overdose deaths in 2015 with 19.5 deaths per 100,000 people,” and although
“overdose deaths due to prescription drugs have leveled off in some states,
overdose deaths in Indiana continue to rise.”” Twenty-six percent of Indiana high
school seniors reported using prescription drugs without a prescription, and 12.2
percent of Indiana adults aged twenty-five and younger abuse prescription drugs,
compared to the national average of 9.5 percent.”! Opioids are the primary reason
Indiana residents are 8.0 percentage points more likely than the national average
to enter a drug treatment program.””

Opioid abuse in Indiana also affects those who do not use opioids but who are
related to abusers. An increasing number of children enter the welfare system,
“primarily because of parental substance abuse.”” In Indiana, 657 infants were
born in 2014 with Neonatal Abstinence Syndrome, “a condition that can result in
increased irritability, hypertonia (spasticity), tremors, difficulty eating, vomiting,
watery stools, seizures and respiratory distress” and requires lengthy
hospitalization.”* In 2010, non-fatal poisonings accounted for 641,940 emergency
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room visits in Indiana, and 90 percent of those poisonings were because of drug
abuse, burdening “the ability of hospitals to deliver timely care.””® Fifty-three
percent of those incarcerated in Indiana’s jails and prisons are “diagnosed with
a substance use disorder,” and of those in the state who are sent to prison multiple
times, seventy-five percent abuse drugs.”

II. ADDRESSING THE OPIOID EPIDEMIC

A. Variety of Treatments for Opioid Addiction

Naloxone is a tool used to sustain the life of an opioid abuser who would
otherwise be moments away from death, and there are treatments available for
those addicted to opioids that are effective in rehabilitation and give overdose
survivors revived by naloxone a path to recovery. The most common methods of
opioid addiction treatment are through methadone and buprenorphine—a pair of
therapeutic opioids injected in drug users as replacement therapy.” Methadone
and buprenorphine are also the most common drugs prescribed in conjunction
with MAT™ and are the only therapeutic opioids nationally approved for use on
pregnant women battling addiction.”” The availability of treatments are expanding
across the country in light of President Donald Trump’s 2018 national budget,
which includes an additional $500 million to help states increase access to opioid
treatment and recovery services.*’

Methadone affects the same brain receptor sites as other opioids and
sufficiently blocks the effects of opioid use, relieves opioid cravings, and reduces
the symptoms associated with withdrawal.*' Methadone, used in Methadone
Maintenance Therapy (“MMT”), has shown to be successful in treating opioid
addiction when used as a long-term method.* Studies also show that Methadone
was a primary factor in curbing heroin addiction.*> Methadone use in heroin users
was useful to “relieve narcotic craving, suppress the opioid abstinence syndrome
for 24-36 hours, block the effects of administered heroin, develop tolerance to the
euphoria, sedation or other narcotic effects of methadone which would impair
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emotional responses, functioning or perception, [and] develop tolerance to the
analgesic properties of methadone.”* In short, “MMT has been celebrated as the
most effective tool against heroin addiction.”*

Buprenorphine is a similar treatment to methadone in that it prevents opioid
abusers from experiencing withdrawal symptoms, but it is less likely to be abused
than methadone.* Since 2002, Suboxone and Subutex—two prescription drugs
that contain buprenorphine—have been used to treat opioid addiction.®’
Buprenorphine is used in a pill, film, or implant form,* and research indicates
that nearly fifty percent of those treated with buprenorphine for at least twelve
weeks reduce prescription painkiller abuse.*

Buprenorphine, methadone, and Vivitrol are the three most commonly used
medications in MAT, which combines the use of therapeutic opioids with
counseling.”” MAT is regarded as the most effective treatment for opioid abuse,
according to the U.S. Department of Health and Human Services.”' Through
counseling and behavioral therapies, MAT aims to treat both the physical and
mental aspects of a patient’s addiction.”” Federal law requires individuals
undergoing opioid treatment programs to also receive counseling.” Studies have
found that MAT has decreased heroin overdose deaths by as much as thirty-seven
percent, decreased criminal activity and infectious disease transmission, increased
social functioning, and decreased overall opioid abuse.”
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B. Naloxone: The Last Line of Defense

Treatment programs are effective in helping to end an individual’s
dependency on opioids, but naloxone is available as a last defense when treatment
has not worked on the patient. Because relapse during opioid abuse treatment
programs does occur,” it is important to have a safety net for individuals who
overdose during a relapse so that they can have a ‘next attempt’ at recovery. In
fact, naloxone offers that safety net to everybody and is effective “within 1-2
minutes of administration and last[s] 45 to 90 minutes. Opiate overdose reversal
with naloxone is nearly universal, and adverse effects are rare at therapeutic
doses.”*

Traditionally, naloxone was administered by intravenous, intramuscular, or
subcutaneous use at doses of 0.4 mg to 2 mg for an opioid overdose’ and was
available in prefilled syringes and vials.”® In November 2015, the FDA approved
Narcan Nasal Spray, giving people more comfort and ease to administer a non-
injectable version of naloxone.”” Narcan advertises a quick, three-step process to
administer its intranasal drug: Peel the film off the back of the package to open
the device; place the tip of the nozzle into either nostril; and completely press the
plunger to release the spray.'” The drug is safe and easy to use'®' and is available
across the United States as a prescription medication.'”> Naloxone is non-
addictive,'” and the FDA supports greater access to Narcan,'** in part because it
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“does not require assembly and delivers a consistent, measured dose when used
as directed” and can easily be administered by non-medical professionals.'”’
Opioid overdose can be deadly in just a few minutes, so access to naloxone
for those who are closest to the victims is imperative to successful intervention
in overdose scenarios.'’® Once administered, naloxone reverses the symptoms of
an opioid overdose and provides relief for more than an hour,'”” which gives the
patient enough time to seek further medical help at an emergency room where
medical personnel can observe the individual’s response to naloxone and monitor
for additional overdose symptoms.'*® Individuals revived by naloxone have the
option to not seek further medical care, and studies in Denmark show that those
who refused transport to the hospital had just a 0.13 percent chance of having
immediate “rebound opioid toxicity that likely led to death,”” showing that even
those who are unwillingly revived by naloxone still overwhelmingly survive the
overdose. Side effects of naloxone stem from the underlying addiction and
include agitation, body aches, dizziness, weakness, diarrhea, stomach pain,
nausea, fever, chills, and sneezing—all common signs of opioid withdrawal.'"
Indiana is increasing the number of people trained to administer naloxone,'"!
particularly in Indianapolis where Indianapolis Metropolitan Police Department
officers and Indianapolis Fire Department staff receive training.''> From 2011 to
2015, naloxone use by Indianapolis Emergency Management Service personnel
increased significantly and reversed nearly 4,000 opioid overdoses during that
timeframe.'"? The latest national statistics show that naloxone kits given to
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laypersons resulted in 26,463 overdose reversals from 1996 through June 2014.'"*

C. Arguments Against the Availability of Naloxone

Although many in medical and political fields see great usefulness in the
expansion of naloxone availability, others see issues that arise when the overdose
reversal drug is easily obtained. Among those concerns are the worry that
expanding the availability of naloxone will provide opioid abusers an easy safety
net from overdosing and will encourage and enable them to continue to take the
drug at dangerous levels;'" the cost associated with naloxone administration;''®
the safety of patients when naloxone is administrated by unlicensed persons;
and the unwillingness of some doctors to treat drug abusers because of the social
stigma that comes along with the treatment, thus leaving some drug abusers with
access to naloxone but no real rehabilitation treatment that leads to a path of
recovery.'"®

A common argument against expanding the availability of naloxone is the
perception that individuals can abuse the drug by using it as a quick antidote to
an overdose, which merely sustains their habit. In 2016, Maine Governor Paul
LePage vetoed a bill that would allow the distribution of naloxone without a
prescription for that very reason. In his veto letter sent to the state’s congress,
LePage wrote:

117

Naloxone does not truly save lives; it merely extends them until the next
overdose. Creating a situation where an addict has a heroin needle in one
hand and a shot of naloxone in the other produces a sense of normalcy
and security around heroin use that serves only to perpetuate the cycle of
addiction.'"”

One dissenter to LePage’s outlook, Maine state senator Cathy Breen, called
the Governor’s statement “insensitive” and explained that “Narcan can be the
difference between an early grave and an intervention that can put an addict on
the path to recovery.”'*” Breen’s sentiment is shared by many, and “studies
addressing this argument suggest that the increase in overdose awareness via
opioid overdose training programs reduces opioid use and increases a drug user’s
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desire to seek treatment.”"*' Further, naloxone causes similar, and even stronger,
unpleasant symptoms that opioid abusers are trying to counteract, making them
unlikely to be “more comfortable using heroin frequently or in higher doses
because of naloxone availability.”'*

Treatment with naloxone is most effective when done together with
counseling or therapy,'> but social stigma exists among health professionals who
treat drug abusers, leading to many patients receiving inadequate care.'** The
perception of medical professionals treating drug abusers “may reflect the
widespread social perception that drug abuse is a self-inflicted behavior, less
worthy of clinical care and treatment.”'*> Doctors also may not be properly
informed of the laws surrounding naloxone and may inadequately understand the
“realm of substance abuse.”'** There exists a concern that easy access to naloxone
paired with inadequate rehabilitation therapy and professional medical assistance
acts as a barrier to actual recovery. But educating medical professionals of legal
concerns, the nuances of treating a drug abuser, and the efficiency of treatment
options for opioid addiction alleviates those worries by giving physicians more
confidence to treat patients battling drug addiction."*’

When a layperson administers naloxone, safety becomes a common concern
for both recipients and administrators of the drug. Many laypersons are concerned
about both the liability of administering the drug'** and their immediate safety
because of the possibility of a revived patient becoming agitated and potentially
violent."” Safety of administrators, however, is becoming less of an issue with the
advent of intranasal naloxone administration, with studies showing that patients
who received intranasal administration were substantially less likely to become
agitated than those who received intramuscular administration."*’ In fact, there is
evidence that the use of naloxone actually limits potential injury to a bystander
because there is no need for a limp patient to be carried a long distance to
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awaiting first responders if they have been revived successfully.”*! Inexperienced
administrators—both bystanders and drug users themselves—also carry concerns
that they will improperly administer naloxone,'** but anyone can be easily trained
to administer the drug in a safe and proper manner.'**

A final concern in making naloxone more available is the cost associated with
distributing the drug.”** The cost of naloxone is inflated by its status as a
prescription drug and by the FDA labeling it as an injected medicine,"** but it still
remains relatively inexpensive, ranging from $15 to $30 for a naloxone kit."*°
Furthermore, naloxone distribution was proven cost-effective when given to
heroin users by limiting the number of overdoses and cutting back on the use of
emergency medical services."”’

III. NALOXONE AND THE LAW

A. How Indiana Treats Naloxone

Indiana is among the states with the least restrictive naloxone laws,"* but
there are still steps the Indiana legislature can take to remove even more barriers
to naloxone access. The legislature took its biggest step toward greater naloxone
availability in 2015 when it passed “Aaron’s Law,” the state’s first attempt to
make the overdose reversal drug more accessible to the public."*’ “Aaron’s Law”
allows a prescriber to prescribe or dispense naloxone without examining the
individual if the individual is at risk of an opioid overdose or knows somebody
who is at risk of an opioid overdose, thus making the overdose reversal drug
available to virtually anybody in the state.'** The law, however, still requires an
individual to receive a prescription from a prescriber, which is an unnecessary
restriction on access to the crucial drug. Prescriber is defined in Section 16-42-
27-1 of the Indiana Code as a licensed physician, a licensed physician’s assistant
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under the supervision of a physician, an advanced practice nurse licensed to
prescribe drugs, the state health commissioner, or a public health authority."*'

“Aaron’s Law” necessitates the prescriber to take further steps, including
requirements that:

(2) The prescriber instructs the individual receiving the overdose
intervention drug or prescription to summon emergency services either
immediately before or immediately after administering the overdose
intervention drug to an individual experiencing an opioid-related
overdose; (3) The prescriber provides education and training on drug
overdose response and treatment, including the administration of an
overdose intervention drug; [and] (4) The prescriber provides drug
addiction treatment information and referrals to drug treatment programs,
including programs in the local area and programs that offer medication
assisted treatment that includes a federal Food and Drug Administration
approved long acting, nonaddictive medication for the treatment of
opioid or alcohol dependence.'**

“Aaron’s Law” was amended in 2016 to allow some individuals and entities to
receive a statewide standing order to dispense naloxone to individuals without a
prescription.'*> Even though naloxone is still considered a prescription drug in the
United States, the amendment allows pharmacies or other non-profit
organizations or individuals, defined by the Indiana State Department of Health
as “Naloxone Entities,” to obtain a year-by-year standing order from a prescriber
to dispense naloxone to anybody who is at risk of an opioid-related overdose.'**
The law requires Naloxone Entities to follow several criteria in order to qualify
for and retain the standing order, including:

(1) Obtain naloxone from a prescriber (physician, physician assistant or
advanced practice nurse with authority to prescribe) either by virtue of
the attached standing order or other standing order or prescription issued
by a prescriber; (2) Annually register as a Naloxone Entity at
https://optin.in.gov/ in a manner prescribed by the Indiana State
Department of Health (“ISDH”); (3) Provide education and training on
drug overdose response and treatment, including the administration of an
overdose intervention drug and the legal requirement to call 9-1-1
immediately before or after administering the drug; and (4) Provide drug
addiction treatment information and referrals to drug treatment programs,
including programs in the local area and programs that offer medication
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assisted treatment that includes a federal Food and Drug Administration
approved long acting, non-addictive medication for the treatment of
opioid or alcohol dependence.'*’

The list of Naloxone Entities in Indiana is ever-expanding and includes many
major pharmacy chains, schools, and local health departments.'** As of July 1,
2017—when Indiana State Health Commissioner Jerome M. Adams renewed the
statewide standing order—nearly 500 locations were listed as Naloxone
Entities.'"’

Additionally, in Indiana an individual cannot be taken into custody by law
enforcement for possession of cocaine, methamphetamine, a controlled substance,
paraphernalia, marijuana, or a synthetic drug if the individual solely “came into
contact with law enforcement because the individual requested emergency
medical assistance for another individual who appeared to be experiencing an
opioid-related overdose,” among other requirements.'** Section 16-42-27-3 of the
Indiana Code also provides immunity from civil liability to prescribers,
pharmacists, and Naloxone Entities for their involvement with naloxone, except
in acts of gross negligence or willful misconduct.'*’

B. Naloxone Laws Around the Country

Jurisdictions throughout the United States have varying degrees of laws
governing the use of naloxone.”’ Although Naloxone is still classified as a
prescription drug by the FDA,"' most states, like Indiana, have found a work-
around by issuing a standing order to medical professionals that allows them to
dispense naloxone to individuals who do not have a prescription from a
physician. At least thirty-four states have passed laws allowing pharmacists to
dispense naloxone without a prescription,'*> while other states have passed laws
to provide immunity to prescribers, dispensers, administrators, and those who
summon emergency responders to the scene of an overdose.'”* All but three states
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have passed laws addressing naloxone distribution or prescribing.'**

Indiana provides both prescribers and dispensers immunity from civil liability
for prescribing, dispensing, or distributing naloxone to a layperson but does not
offer immunity from criminal liability or professional sanctions.'”> Most states
offer immunity from civil liability, criminal liability, and professional
sanctions,'*® leaving Indiana behind the rest of the country in incentivizing
medical professionals to distribute naloxone. For prescribers, thirty-seven states
offer criminal liability immunity, forty-one offer civil liability immunity, and
thirty-five offer immunity from professional sanctions."”” For dispensers, thirty-
six states offer criminal liability immunity, forty-one offer civil liability
immunity, and thirty-five offer immunity from professional sanctions.'**

Indiana is also one of thirteen states that does not offer laypersons immunity
from criminal liability when administering naloxone."” Only five states—Ohio,
South Dakota, Nebraska, Oklahoma, and Delaware—do not have laws that give
a layperson immunity from civil liability when administering naloxone.'®

IV. WAYS TO ENCOURAGE ACCESS TO NALOXONE

A. Immunity from Criminal Liability and Professional Sanctions for
Prescribers and Dispensers of Naloxone

South Carolina is one of twenty-seven states that provide immunity from
criminal liability, civil liability, and professional sanctions for both prescribers
and dispensers'®'—in 2015, the state’s legislature passed the South Carolina
Overdose Prevention Act.'” In the year after the bill was signed into law,
naloxone use in South Carolina jumped by 39.7 percent, giving more people
around the state access to the life-saving drug.'®

Experts emphasize the importance of immunity for prescribers and dispensers
because “fear of legal consequences can cause some clinicians to be wary of
prescribing and dispensing the medication.”'** While naloxone is overwhelmingly
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safe to administer, a study showed that just over one percent of patients treated
with the drug suffered either cardiorespiratory complications or seizures.'®® This
risk of liability—or at least the fear of it, warranted or not—for doctors and
pharmacists should persuade the Indiana legislature to consider passing laws that
eliminate those concerns while naloxone is still a prescription drug.

A 2015 study found no cases of a prescriber or distributor facing legal
consequences due to participation in community distribution programs, which
have treated more than 10,000 individuals with naloxone.'*® Of civil liability,
criminal liability, and professional sanctions, criminal liability is least likely to
affect a physician or pharmacist who prescribe or dispense naloxone, “but to
address the concerns of some practitioners most of these laws also provide
immunity from criminal sanction[s].”"*” Doctors likely carry this misguided fear
of criminal liability because of inadequate instruction about substance abuse
during medical school and residency.'®® And aside from improving medical
education of substance abuse, the easiest way for a state legislature to ease
concerns in this area is to eliminate the possibility of criminal liability as long as
a medical professional acts in good faith, which is already a condition for
receiving immunity from civil liability.'® This would mirror the Illinois law that
protects health care professionals from criminal liability—a statute that says any
health care professional acting in good faith who prescribes or dispenses
naloxone is not subject to criminal liability unless there is willful or wanton
misconduct.'”

But this legislative solution does not simply stop at passing a law.
Pharmacists around the country have been reluctant to dispense naloxone despite
laws that eliminate liability and treat the drug as an over-the-counter
medication,'”" and that apprehension was addressed during a recent meeting of the
American Pharmacists Association (“APA”).'”> Many pharmacists are unaware
of laws that protect them from criminal liability for dispensing naloxone, so when
a state passes immunity laws, pharmacists must be educated and aware of the
legislation for it to be effective, said Christopher Herndon, associate professor in
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the Department of Pharmacy Practice at Southern Illinois University,
Edwardsville, School of Pharmacy.'” Overdose education and naloxone
distribution (“OEND”) teams have developed recommendations for prescribing
and dispensing naloxone, and giving background information of the drug and
educating health care professionals of related state laws are included in the
OEND’s guidelines.'™

Indiana’s statewide standing order to dispense naloxone to individuals
without a prescription already requires pharmacists to provide recipients of
naloxone with information on drug addiction and naloxone administration,'”* and
toolkits advising pharmacists of this requirement are distributed by the Indiana
State Department of Health.'”® But there is currently no language in the toolkit
that advises pharmacists of their immunity from civil liability in dispensing
naloxone.'”’ Including information of applicable laws—such as any new law
eliminating criminal liability when acting in good faith—is a practical and simple
way to make sure each pharmacist in the state is aware of the legality of naloxone
dispensing, which complies with the OEND’s suggestions.

Prescribers and dispensers have similar concerns over possible professional
sanctions that could surface from naloxone participation.'”® In Indiana, the
medical licensing board has the authority to discipline a physician,'” and
sanctions range from placing a practitioner on probation to permanently revoking
a practitioner’s license.'®® Similarly, Indiana pharmacists are subject to discipline
by the board of pharmacy,'®' which can levy penalties for various forms of
misconduct, such as “negligence or gross misconduct in providing home medical
equipment services.”'*> Twenty-eight states offer immunity from professional
sanctions to either physicians or pharmacists.'®® There is evidence that
malpractice liability concerns make some medical professionals reluctant to deal
with naloxone.'®* Prescribers and dispensers under Indiana’s statewide naloxone
standing order can still only issue naloxone to a patient who is either at risk of an
overdose or who is in position to assist an individual who is at risk for an
overdose'**—the latter of which “would amount to deputizing the lay person as
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a medical practitioner” and open the door for a licensed professional to be subject
to charges of professional misconduct.'® An effective way to ease those concerns
and encourage naloxone availability is by “removing the possibility that medical
professionals who prescribe the drug . . . will face legal or regulatory sanction for
doing so.”""’

B. Immunity from Criminal Liability for Laypersons in the
Administration of Naloxone

The National Alliance for Model State Drug Laws defines layperson
immunity as “[a] person who does not have professional or specialized
knowledge in dispensing, distributing, or administering naloxone or other opioid
antagonist will not be held liable to someone who is overdosing, if that person
administers naloxone or other opioid antagonist to the person suffering from the
overdose.”"*® Although Indiana offers criminal immunity from certain drug
possession offenses to laypersons who administer naloxone to an overdose victim
and remain at the scene until first responders arrive,'® third party administers of
naloxone are not protected against any other prosecution related to the
administration of the drug. This is in contrast with the majority of other states,'"’
such as Rhode Island, which provides that “[a] person who administers an opioid
antagonist to another person pursuant to this section shall not be subject to civil
liability or criminal prosecution as a result of the administration of the drug.”"®'
West Virginia further explains its immunity for laypersons—often called Good
Samaritan laws—in the following statute, which protects third parties from
actions or a failure to act when in possession of naloxone.'*?

“Any person who possesses an opioid antagonist and administers it to a
person whom they believe to be suffering from an opioid-related
overdose and who is acting in good faith is not, as a result of his or her
actions or omissions, subject to criminal prosecution arising from the
possession of an opioid antagonist or subject to any civil liability with
respect to the administration of or failure to administer the opioid
antagonist unless the act or failure to act was the result of gross
negligence or willful misconduct.”"”?
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Good Samaritan laws “have few if any foreseeable negative effects,””* and can

offer protection from a wide range of criminal liabilities, including violation of
a protective or restraining order,'” violation of pretrial probation or parole,'*® and
underage alcohol consumption.'®” In addition, “there are liability concerns about
administering the medication as a bystander” that can be erased by offering
immunity to laypersons.'*®

Through data collected by the Harm Reduction Coalition, it is apparent that
naloxone in the hands of laypersons significantly reduces opioid overdose
mortality.'” Protecting the interests of laypersons during the administration of
naloxone is vital because laypersons are often first on the scene of an overdose
and provide the best opportunity to save the victim when time is of the essence,**’
and because of the wide availability of naloxone kits through Indiana’s standing
order,®' more laypersons than ever will have their hands on the drug and be
subject to possible criminal prosecution.

C. Making Naloxone an Over-The-Counter Medication

One of the biggest hindrances to the expansion of naloxone use in the United
States is its qualification as a prescription drug’’>—the reversal of which removes
the need for prescriber and dispenser immunity.

Countries around the globe are moving in the direction of rescheduling
naloxone as an over-the-counter drug, a trend that hit close to home in 2016 when
Canada removed naloxone from the Prescription Drug List,”” joining countries
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like Ttaly”** and Australia.**” In the United States, drugs that are available as
prescription medications can be rescheduled as over-the-counter if the FDA
commissioner determines that the prescription is:

Not necessary for the protection of the public health by reason of the
drug’s toxicity or other potentiality for harmful effect, or the method of
its use, or the collateral measures necessary to its use, and he finds that
the drug is safe and effective for use in self-medication as directed in
proposed labeling.**®

Since it has already been established that naloxone has no potential for
abuse,”’” the FDA’s decision to reschedule the drug would likely depend “on data
showing that the consumer can safely and effectively use the device without
interaction with a medical professional, as well as read and understand the
label.”*** If the federal government does not reschedule naloxone as an over-the-
counter drug, Indiana can pass legislation that removes criminal liability for
possession of naloxone without a prescription—a law that is already approved in
fifteen states.”” Statistics show that “removing criminal liability for possession
of naloxone is associated with a 13 percent reduction in opioid-related deaths.”*'

Although Indiana has functionally made naloxone an over-the-counter
medication by stripping the necessity of a prescription at participating Naloxone
Entities around the state,”"' there are still individuals throughout the state that are
restricted by naloxone’s characterization as a prescription drug because of a lack
of access to Naloxone Entities.”'* Of the ninety-two Indiana counties, twenty-
seven house fewer than three Naloxone Entities.”"* LeGrange, Tipton, Martin,
Brown, Pike, and Spencer counties have just one Naloxone Entity apiece, and
Benton, Warren, Crawford, and Ohio counties contain zero Naloxone Entities.?!*
In the ten Indiana counties that have fewer than two Naloxone Entities, twenty-
one opioid overdoses were fatal from 2011 to 2015*"*—twenty-one deaths that
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could have been prevented by the administration of naloxone. Other states around
the country that do not have laws that parallel Indiana’s standing order would
benefit even more from the federal government reclassifying naloxone as an over-
the-counter drug.*'®

In addition, over-the-counter reclassification is crucial due to some doctors’
reluctance to prescribe naloxone.”'” Due to negative attitudes toward drug users,
fear of professional disapproval, and pessimism in treating drug use, fifty-four
percent of responding physicians in a nation-wide survey said they would never
even consider prescribing naloxone, while twenty-three percent said they had
never heard of the drug.”'® Rescheduling naloxone as over-the-counter not only
makes the life-saving drug accessible to individuals unable to obtain a
prescription due to limited contact with a naloxone distribution center and
doctors’ unfamiliarity with the drug, but it also makes it available to people
without health insurance or those fearful of being judged by a medical
professional when asking for a naloxone prescription.*"”

CONCLUSION

Opioid abuse and overdose is a prevailing problem sweeping across the
United States, and the crisis hits hard in Indiana, where hundreds die each year
because of an addiction to opioids.*** There are many treatment options available
to those willing to overcome their addiction, but when the treatment fails or
momentarily lapses, naloxone is available to reverse the effects of an overdose
and preserve the life of the individual.**' Within the past few years, advances in
naloxone administering tools, specifically through intranasal use, have allowed
the drug to be used more abundantly.**

This Note argued that there should be minimal restrictions on the access to
naloxone, and practical ways to encourage the use of the life-saving drug include
passing laws that provide criminal and professional immunity to prescribers,
dispensers, and laypersons and permitting naloxone to be purchased as an over-
the-counter drug. This conclusion is supported by the sentiment of those in the
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medical community that believe naloxone access should be encouraged, a view
shared by the FDA.*** Furthermore, states and other countries that have passed

immunity laws and legalized naloxone as an over-the-counter drug have been
successful in treating opioid overdoses.”**

223. Mahoney, supra note 104.

224. Coffin et al., supra note 96, at 288 (showing that no adverse effects were recorded with
increased naloxone availability in Italy, Germany, and the United Kingdom); Yee, supra note 163
(showing that in the year after the South Carolina Overdose Prevention Act was signed into law,
naloxone use in South Carolina jumped by 39.7 percent).
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