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SCOPE OF THIS WHITE PAPER

The intent of this white paper is to:

1. Review the United States opioid epidemic.
2. Review current approaches towards preventing and mitigating the opioid epidemic.

3. Discuss abuse-deterrent packaging as a way to prevent the misuse of or accidental access to opioids or other powerful medications.

THE PROBLEM

The United States is in the grips of an opioid epidemic taking a tragic toll on many fronts.
Families are torn apart and communities struggle. Hospital and social systems are fraying.
The judicial and penal systems are overwhelmed as crime escalates. And overdose deaths
continue to soar.

Over the past two decades, the use of opioids (man-made opiates) has escalated
dramatically within the United States.

* Between 1999 and 2014, the amount of prescription opioids sold in the US. nearly quadrupled
*|n 20715, an estimated 828,000 people aged 12 years or older used heroin in the United
States and over 12 million people misused prescription opioids?

In the United States, where approximately one quarter of estimated global drug-related deaths
are recorded, overdose deaths continue to rise.*

* Between 2012 and 2015, overdose deaths from synthetic opioids (other than methadone)
increased by 265 percent, and between 2014 and 2015 by 72 percent.

* Drug overdose is now the number one cause of accidental death in the US. In 2014,
approximately 129 people in the United States died every day from overdose—which
means that more people died from overdose than from motor vehicle crashes> More than
6 out of 10 overdose deaths involved opioids.®
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OPIOIDS, YOUTH, AND CHILDREN

In 2014, the Centers for Disease Control and Prevention (CDC) added prescription drug overdose prevention to its list of top five threats to public

health. Adolescents, who test limits and feel invulnerable, are squarely in the crosshairs of pain pill misuse. The 2014 National Survey on Drug Use
and Health indicated that opioid pain relievers were the second most common illicit drug use category among those aged 12 -17. (The most popular
was marijuana.)’ In 2014, more than 1,700 young adults (aged 18-24) died from prescription drug overdoses (primarily opioids), and many more
needed emergency treatment.®

According to the National Institute on Drug Abuse (NIDA), 6.5 million Americans aged 12 or older used prescription drugs non-medically in 2013
Drug use at an early age is an important predictor of the subsequent development of a Substance Use Disorder. The majority of those who have a
Substance Use Disorder started using alcohol or other drugs before age 18 and developed their disorder by age 20.°

9 out of 10 people with substance abuse problems
started using by age 18.

Source: | teronaddiction.o ction-prevention/teenage-addiction

The National Center on Addiction and Substance Abuse reports that 90% of all drug addiction starts in the teens. The significant increase in the
number of opioid prescriptions in home medicine cabinets, coupled with a teen’s natural curiosity and sense of invulnerability, puts an increased
number of youth at risk for medication misuse today and the potential to develop Substance Use Disorder tomorrow.

Young children also pay a price for our nation’s dramatic increase in opioid

. prescriptions. Burghartt et al. demonstrated an association between adult
|ncreasmg rates of adult prescription drug use and pediatric medication poisonings between 2000 and

prescriptions are strongly 2009, with the greatest risk for children under 6 years old." Among children this

associated with increasesiin age who were hospitalized because of an unintentional ingestion, opioids were
drug exposures and

poisonings among children.

the most commonly implicated prescription medication.”

As the accidental poisonings from opioids increases, so does the child death rate.
A new analysis of state data on birth and death showed that accidental child
poisonings, including those related to opioids, are also on the increase.”
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DEFINITION OF ADDICTION AND
DEPTHS OF THE OPIOID EPIDEMIC

NIDA defines addiction as “a chronic,
relapsing brain disease that is characterized

Addiction is a Brain Disease

by compulsive drug seeking and use, despite

Precentral gyrus

o . Central sul
harmful consequences. It is considered a brain e

disease because drugs change the brain; they ¢ / .

change its structure and how it works. These

brain changes can be long lasting and can Frontal Lobe Parietal lobe

lead to many harmful, often self-destructive,
behaviors. ™ For many, addiction begins very
innocently with a prescription from a doctor
for injury or surgery. Data shows that the
longer a patient takes prescription opioids, Olfactory bulb
the more likely they are to become

. o Sylvian i
chemically-dependent upon their medication. yHsnsse (

In fact, the length of time a prescription

Occipital lobe

Cerebellum

covers is now considered a predictor of the Temporal lobe
likelihood of addiction developing.”

And prescription medications can fall into the wrong hands, with curious teenagers pilfering a pill here or there from the family medicine cabinet.
Depending upon their personal risk factors for addiction (e.g., family genetics, history of early childhood trauma, mental health issues), young
people’s brains - neurological “works in progress” - may become chemically-dependent upon opioids. In 2014, the non-medical use of prescription
medications was highest among people aged 18 to 25.

People who can no longer obtain the prescription opioids upon which they have become dependent often resort to the opioid they can find - heroin.
The unpredictable purity of heroin, which may be diluted with fentanyl or even stronger opioids, plays a part in the substantial increase in mortality
associated with opioid overdose. In some cases, the deadly opioid behind an overdose was a prescription medication; in other cases, the opioid was
heroin, fentanyl or even carfentanil, a tranquilizer used to sedate elephants.

Prescription opioid misuse can be a killer even if it doesn't lead to overdose. A recent study showed prescription opioid misuse was associated with
anywhere between a 40 and 60 percent increased risk for suicidal ideation (thoughts of suicide). Those reporting at least weekly opioid misuse were
at much greater risk for suicide planning and attempts than those who used less often. They were about 75 percent more likely to make plans for a
suicide and made suicide attempts at a rate 200 percent greater than those unaffected.”

As a footnote, its important to be aware that opioid pain medications are not the only medications vulnerable to misuse or accidental poisonings.
Anti-anxiety medications, stimulants, and other prescription medications may be pilfered from the medicine cabinet. Even vitamins can be
poisonous to a curious toddler. Securing medications in abuse-deterrent packaging can keep toddlers and teens safe by preventing the accidental or
illicit consumption of powerful medications.
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THE OPIOID EPIDEMICIN THE U.S.

12.5 miillion

people misused prescription opioids

-2 o & &
2.1 million 2 million 828,000 135,000

people misused prescription people had prescription people used heroin people used heroin
opioids for the first time opioid use disorder for the first time

o o o &

33,091 15,281 9,580 12,989

people died from deaths attributed to deaths attributed to deaths attributed to
overdosing on opioids overdosing on commonly overdosing on overdosing on heroin
prescribed opioids synthetic opioids

.

$78.5 billion

In economic costs (2013 data)

Source US Department of Health & Human Services - 2015
https://www.hhs.gov/opioids/about-the-epidemic/index.html

SaferLock

Live Safer © Copyright 2017 Gatekeeper Innovation, Inc. | 4



A STEEP CLIMB IN OPIOID USE AND ABUSE

The Surgeon General reports that opioid analgesic pain relievers are Deaths from OplOId Pain Relievers
now the most prescribed class of medications in the United States,
Exceed Those from All lllegal Drugs

with more than 289 million prescriptions written each year.”® lllustrating

one type of “collateral damage,” in Tennessee in 2015, 174 people B Pain Relievers W lllegal Drugs
died in crashes in which a driver either tested positive for drugs or an < 1
(-]
: . . ; 1
officer determined drugs contributed to the crash. That's an 89 percent & 0
. . . . . o 8
increase in five years in the number of fatal crashes featuring a driver S
. . 19 S 6
who was impaired by drugs. % .
I | 11
[
a o —
1524 2534 3544 4554 5564 65+
Source: CDC, Morbidity and Mortality Weekly Report, 60(43): 1489, 2011
91 91 Americans die every day from an opioid overdose
Deaths (including prescription opioids and heroin).
Per Day Centers for Disease Control - 2015

More people died from drug overdoses in 2014 than in any other

recorded year and the dramatic rise in the rate of addiction shows no
signs of slowing down.?

ROOT CAUSES OF THE OPIOID EPIDEMIC

Since ancient times, people have used opiates - beginning with the humble poppy - to manage
pain or create euphoria. In the United States, the utilization of pain pills began to gain traction in Most adolescents obtain

the late '90 for a variety of key reasons: medications through
family or friends.

* Unaware of the potential for chemical-dependency, doctors have prescribed highly
addictive pain medications liberally. There is a direct correlation between the number of B
pills taken and the likelihood of developing dependence: Almost 30 percent of patients
who take pain medications for 30 days will still be taking them one year later, often in
increasing amounts.”

* Parents and youth alike mistakenly believe that medications from a doctor are safe. And
parents, unaware that addiction is an equal-opportunity brain disease that can strike in
any neighborhood, believe “Not my family...not my kid.” Parents are not monitoring their
medications, and curious teens rarely see a risk in stealing a pill or two.? Pills are easy to
come by: most adolescents and adults reporting recent non-medical use of opioid

medications obtain these medications through their family or friends
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COSTS OF THE OPIOID EPIDEMIC

Considered by many to be the most pervasive and costly public health
crisis facing our nation, addiction takes a heavy toll on communities
and families alike. Burglaries, drugged driving, homicides, suicides, child
abuse, sexual violence and assault often feature drug abuse as the

root cause. Significant costs include incarceration, loss of jobs and the
destruction of families.

Medical systems incur huge costs as they try to manage the tsunami
of addicted babies born to addicted mothers. Social service agencies
across the nation strain under the weight of caring for “opioid orphans.”
Drugs use also contributes to the development of other chronic
diseases such as cardiovascular and cardiopulmonary diseases which
take a toll on the quality of life, personal productivity and society.

The cost of losing a teenager to

overdose or a toddler to accidental
poisoning is impossible to calculate.

In 2015, two million people had a prescription opioid use disorder and
591,000 suffered from a heroin use disorder. The Centers for Disease
Control and Prevention estimates that the total “economic burden” of
prescription opioid misuse alone in the United States is $78.5 billion

a year, including the costs of healthcare, lost productivity, addiction
treatment, and criminal justice involvement” The cost of losing a
teenager to overdose or a toddler to accidental poisoning is impossible
to calculate.

The epidemic also poses a potential threat to the physical, mental and
emotional well-being of the millions of Americans who suffer from
chronic pain conditions such as rheumatoid arthritis. Their access to
timely and legitimate medication may be imperiled by a groundswell
of opposition to the use of opioids, even when appropriately prescribed
and managed to treat debilitating pain.
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COMPLEX PROBLEMS CALL FOR COMPREHENSIVE SOLUTIONS

Because the opioid epidemic is not caused by a single driver, prevention and mitigation efforts must take place on multiple fronts including:

* Hospital systems that educate doctors and patients about the benefits, risks and alternatives to opioid medication.

* Doctors who are writing fewer opioid prescriptions for prescriptions that are shorter in duration.

» Community prevention coalitions that are educating and engaging every facet of their community (e.q., schools, parents, merchants, medical
providers, houses of faith) in community-wide awareness and prevention activities.

* Bxisting medications that are being reformulated to make them less abusable (i.e, more difficult to crush or dissolve for injection or nasal ingestion.)

+ New medications that are being developed to manage pain without the reward-enhancing and respiratory-depressing effects of opioids.

* The DEASs twice-yearly drug take-back days where people can safely dispose of excess medications.

+ Community facilities, such as libraries and high schools that are being equipped with overdose-reversing naloxone nasal sprays or injections.

* Abuse-deterrent packaging that prevents the pilfering or accidental ingestion of dangerous medications.

PREVENTION IS AN ESSENTIAL PART OF THE SOLUTION

Data reveals the impact of effective prevention techniques. In 2015 alone, the use of seat belts in passenger vehicles saved an estimated 13,941 lives

of occupants aged five and older, and frontal air bags saved an estimated 2,573 lives of car occupants aged 13 and older.?” Prevention work on the
tobacco and HIV fronts have reduced the incidence of those deadly diseases, and prevention efforts have helped reduce the incidence of many
cancers, including cervical cancer*® The gains from each of these prevention efforts continue to grow over time.

Evidence shows that when we invest in prevention, we can save lives

. . . as well as spare budgets. Research shows that every dollar invested in
EVEI‘Y dollar invested in preventlon research-based prevention programs yields a ten-fold savings vis-a-vis

programs yields a ten-fold savings treatment for alcohol or other substance misuse-related costs.”
in addiction costs. Spending $1,000 on effective prevention efforts, for example, avoids an

estimated cost of $10,000 to manage the consequences of drug misuse
or abuse.
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ABUSE-DETERRENT PACKAGING AS APREVENTION TOOL

The United States Congress passed the Poison Prevention Packaging Act of 1970 in the wake of a history of accidents involving children who had

opened household packaging and ingested the contents. This gave the U.S. Consumer Product Safety Commission the authority to requlate this
area, which represents a major policy success* A study of child-resistant packaging over the first twenty years of use concluded that child resistant
packaging reduced mortality by over 45%.%

Professional groups and organizations endorse education messages that support locking up or latching medicines and other household products
implicated in pediatric poisonings. Distributing cabinet latches and advising parents to lock up medications has increased poison prevention

practices in households with children

Child-resistant packaging exists beyond the pharmaceutical arena. For example, the manufac-
turer of Tide laundry detergent has introduced the Tide PODS® Child-Guard™ Pack with a
Child-Guard™ Zipper that makes it harder for kids to get their hands on a colorful laundry pod
that looks like candy or a toy.

Abuse-deterrent packaging impedes access to dangerous medications by physically preventing
abusers from snitching one or two pills without detection. Psychologically, the mere use of
abuse-deterrent packaging signals to parents and potential abusers that the medications are
powerful and should be taken only as directed by the doctor. And if the packaging is tampered
with or disappears entirely, it is evident to all that a problem exists.

Child-resistant packaging reduced

mortality by over 45%.

AN INNOVATIVE ABUSE-DETERRENT PACKAGING SOLUTION

The Safer Lock™ is an innovative abuse-deterrent packaging solution that can help prevent

|
medication misuse before it starts. Safer Lock is a four-digit combination locking cap /2
¥
(with 10,000 possible combinations) designed to prevent unauthorized access to & ‘Q;i
prescription medication. The Safer Lock cap fits a wide variety of standard prescription G-

bottles. Patients set the combination to their personal preference, and it cannot be opened ! &
. . o . \ (s
or changed without being set for the correct current combination. If the bottle shows signs \ % »

of tampering, it sets the stage for discussion and action within the household.
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RECOMMENDATIONS

Creating awareness of the risks implicit in opioids, reducing the number
of prescriptions in the pipeline, reducing the abusability of those
prescription, and offering abuse-deterrent packaging are all facets of
the complex strategy necessary to combat our nation's opioid epidemic.
Potentially, the Poison Prevention Packaging Act of 1970 could be
fortified to require higher standards of packaging on the substances
deemed to be often abused or most deadly when accidentally ingested.

While research is required to evaluate how and where abuse-deterrent
packaging can have the greatest impact on medication misuse and
abuse, and accidental poisoning, we can take action now. A recent
study showed that opioid pain reliever storage is less than ideal in
households with children and adolescents, even though parents knew
opioids were potentially dangerous, and at the same time, reported very
few impediments to safely securing them.*®

Create Reduce
awareness of ‘abuseability’
opioid risks of opioids

Use abuse-
deterrent
packaging

Reduce
prescriptions in
the pipeline

Communication then holds one key to prevention: Research suggests that we may reduce risks by reducing the sheer number of opioid prescriptions

and widely communicating clear recommendations on their safe storage and disposal to both the public and prescribers

And access to abuse-deterrent products is another critical key. Let's follow the lead of safety product research that shows how making safety

products and storage devices available is an effective way to increase their use.”” While the cited research evaluates the impact of providing safety

products in clinic or hospital-based safety resource centers, the study has broad implications: The two-fold key to safety product success is to

communicate the need for safe medication storage while making it easy for the public to obtain abuse-deterrent devices.
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