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First wave of opioid epidemic began in 1991 when deaths
involving opioids began to rise following increase in
prescribing of opioid medication for pain mgmt.

Pharma companies begin promoting use of opioids in patients with
non-cancer related pain despite data regarding risks

Pharma companies reassure prescribers that risk of addiction to
prescription opioids was very low

By 1999, 86% of patients using opioids were using them for non-
cancer patients

Second wave of opioid epidemics started around 2010 with rapid increase
in deaths from heroin abuse.

As early efforts to decrease opioid prescribing began to take effect, making
prescription opioids harder to obtain, focus turned to cheaper, more widely-available
heroin

Deaths due to heroin-related overdose increased by nearly 300% from 2002 to 2013

Approx. 80% of heroin users admitted to misusing prescription opioids before
turning to heroin
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294 Citing Articles

TO THE EDITOR

Recently, we examined our current files to determine the incidence of narcotic addiction in 39,946
hospitalized medical patients! who were monitored consecutively. Although there were 11,882 patients
who received at least one narcotic preparation, there were only four cases of reasonably well
documented addiction in patients who had no history of addiction. The addiction was considered
major in only one instance. The drugs implicated were meperidine in two patients,? Percodan in one,

and hydromorphone in one. We conclude that despite widespread use of narcotic drugs in hospitals,
the development of addiction is rare in medical patients with no history of addiction.

Jane Porter

Hershel Jick, M.D.

Boston Collaborative Drug Surveillance Program Boston University Medical Center, Waltham, MA
02154
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Source of the Opioid Epidemic

More than 30% of Americans have some form of acute or chronic pain.™=* Among older
adults, the prevalence of chronic pain is more than 40%.2 Given the prevalence of chronic
pain and irts often disabling effecrs, it is not surprising rthar opioid analgesics are now the
most commonly prescribed class of medications in the United States.3 In 2org4 alone, U5,
retail pharmacies dispensed 245 million prescriptions for opioid pain relievers.+s Of these
prescriptions, 65% were for short-term therapy (<3 weeks),® but 3 to 4% of the adule
population (9.6 million to 11.5 million persons) were prescribed longer-term opioid therapy.?
Although opioid ics rapidly reli many types of acute pain and improve function,
the benefits of opioids when prescribed for chronic pain are mmuch more questionable.®

However, two major facts can no longer be questioned. First, opioid analgesics are widely
diverted and improperly used, and the widespread use of the drugs has resulted in a national

epidemic of opioid overdose deaths and addictions. More than a third (27%) of the 44,000
drug-overdose deaths that were reported in 2013 (the most recent yvear for which estimates
are available) were attributable to pharmaceutical opioids; heroin accounred for an
additional 19%. At the same time, there has been a parallel increase in the rate of opioid
addiction, affecting approximately 2.5 million adults in 2014.9 Second, the major source of
diverred opioids is physician prescriprions.t:: For these reasons, physicians and medical

associations have begun questioning p for opioids, particularly as they
relate to the management of chronic pain. Moreover, many physicians admit that they are not
confident about how to prescribe opioids safely,*® how to detect abuse or emerging
addicrion, or even how rto discuss rthese issues wirh rheir parients.*s
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The False Claims Act (“FCA”)
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FCA Common Focus Areas

Controlled Substances Act
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« 21st Century Cures Act (December 2016)

Authorized $6.3 billion in funding, including $1 billion to help states
fight opioid epidemic ($500 million in each of 2017 and 2018)

Cures Act has numerous aims, including;:

Expand access to and better coordinate mental health (“MH”) and
substance use disorder (“SUD”) care, especially in underserved areas

Integrate MH and primary care programs
Create and maintain real-time State databases of MH and SUD beds

April 2017: Tom Price announced $485 million in grants to be
issued to States and territories

Money to be used to improve State PDMPs, abuse prevention efforts,
practitioner training, access to treatment

» DATA 2000 — amended in 2016 to permit physicians who have
prescribed buprenorphine to 100 patients for at least a year to increase
limit to 275 patients

» June 2017: FDA asked Endo International to withdraw its long-lasting
Opana ER from market; thinks benefits no longer outweigh risks of
abuse

» September 2017: FDA acted against 500+ websites illegally selling
unapproved versions of opioids and other drugs

16
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