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The opioid crisis continues to grip American communities of all sizes. Licensing bodies and public health agencies spend
much energy trying to reduce the number of opioid prescriptions clinicians write and encourage greater responsibility in
controlled substance prescribing practices. This increased public scrutiny has borne results. The Centers for Disease
Control and Prevention acknowledge that in 2018, the age-adjusted rate of drug overdose deaths in the United States

decreased for the first time in a generation.’

Prescriber Risks

Physicians as gatekeepers

Many controlled substances are essential in treating
patients with a vast array of ailments; however, physicians
must approach their role as gatekeepers of controlled
substances with great care. Efforts to reduce the
overprescription of controlled substances have taken
many forms, including criminal
prosecutions, regulatory
enforcement actions, civil
lawsuits seeking damages,
and improved medical
education. These efforts

place physician medication
management under intense
scrutiny. While much national
attention focuses on physician
prescribing behavior as it
relates to opioids, physicians
risk potential civil and criminal
liability when prescribing

any controlled substance.

Restrictions on prescribers

The Controlled Substances Act classifies certain drugs
into one of five schedules. How a drug fits within this
classification system depends on certain factors like its

usefulness in treating certain illnesses, the drug’s risk of
abuse, and any risk the drug poses to public health.? Only
drugs with a potential for abuse may be scheduled.’ The
Drug Enforcement Administration (DEA) reserves the highest
classification, Schedule I, for drugs with a high potential for
abuse and no currently accepted medical use.* Examples of
Schedule | drugs include heroin, GHB, and LSD.> A physician
may not issue a prescription order to dispense a Schedule |
drug. The lowest classification,
ScheduleV, includes drugs
J ‘ with a currently accepted
For a prescription order to
comply with the Controlled
Substance Act, it must be issued: (1) for a “legitimate
medical purpose”; (2) in the usual course of professional

medical purpose and a low
practice; and (3) based upon a qualifying medical

potential for abuse relative to
other schedules. An example
relationship with a physician holding a DEA license.”

of a Schedule V drug is cough
medicine with codeine.®

| @3
'.
The Controlled Substances
Act restricts licensed
healthcare providers in

their ability to prescribe
controlled substances.
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DEA enforcement actions against prescribers

From the years 2000 to 2019, adverse actions
taken by the federal government against DEA
license holders have nearly doubled, with 47,877
adverse actions reported in 2019 (figure 1).8

One such enforcement action involved a Missouri
physician who the DEA alleged did not have a
qualifying medical relationship with the patients to
whom he was prescribing scheduled drugs. After a
DEA investigation resulted in charges for violations
under the Controlled Substances Act, a U.S. District
Court for the Eastern District of Missouri sentenced
Dr. Brij R. Vaid of Ladue, Missouri to 24 months of
imprisonment and ordered him to pay $176,912 in
restitution.’ Dr. Vaid, an internal medicine physician,
would provide his staff with pre-signed prescriptions
for controlled substances, including oxycodone,

hydrocodone, and Figure 1

Legal Remedies

State and local governments sue drug companies

Criminal penalties are not the only means of
addressing the overabundance of harmful controlled
substances available nationwide. States, counties,
and municipalities have begun using civil remedies
to force a change of behavior in pharmaceutical
manufacturers and distributors. By seeking awards
of damages, local governments aim to recoup

the cost of the opioid epidemic, which includes

the cost of screening, treatment, rehabilitation,
housing, and continuing medical education.™

Oklahoma uses public nuisance strategy

The State of Oklahoma used a civil cause of action

known as public nuisance to hold pharmaceutical

maker Johnson & Johnson to account for the cost it
incurred in treating

XANAX®, without first
examining the patients."
In sentencing Dr. Vaid,
the District Judge
concluded that Dr. Vaid
“created a reckless
risk of bodily injury to
his patients, given the
powerful prescription
opioid drugs that he “*_'-"'?-E::;rﬂ
repeatedly provided :

to his patients.”™

While DEA enforcement "
actions are on the

Repors

opioid-dependent
Oklahomans.™
Public nuisance

is a legal theory

of liability that
targets an offending
activity that

affects an entire
community, though
the extent of the
annoyance or
damage inflicted
may be unequal
among individual

e

rise, physicians also

face potential criminal liability under state law for
improper controlled substance prescribing. Because
controlled substances pose a potential risk of harm
to individuals, state prosecutors may seek to hold
clinicians accountable for prescribing behavior

that causes injury or death. Prosecutors charged
one California physician with multiple counts of
murder when four of his patients died as a result

of his overprescription of opioids and narcotics.™
Thomas McNeese Keller, a neurologist and pain
management physician from Santa Rosa, California,
is alleged to have prescribed controlled substances
including Vicodin®, oxycodone, OxyContin®,
Percocet®, and morphine, at “dangerously high
levels.”™ Dr. Keller continued to drastically increase
his patients’ opioid prescriptions even after
learning that some of his patients overdosed.

members of the
community. The Attorney General’s office was able
to prove that due to its marketing practices, Johnson
& Johnson had an outsized impact on the state’s
epidemic, though its sales were only approximately
one percent of the Oklahoma opioid market.” After
the trial concluded, the trial judge found in favor of
the state and assessed damages at $572 million,
later reduced to $465 million as the result of a math
error.” Given the success of this tactic, many other
governmental entities are following Oklahoma’s lead.

Multidistrict litigation process continues

Likewise, counties and municipalities are using civil
litigation to change how pharmaceutical companies
market and distribute controlled substances in

the United States. Over 2,400 suits filed by local
governments against defendants in every phase of the
opioid manufacturing and supply chain in the United
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States have been consolidated into one federal district
court in Ohio as part of the multidistrict litigation
process (MDL)."” While some individual cases within
the MDL have settled, the parties continue to work
toward a global settlement to address the opioid-
related social costs incurred by the local government
plaintiffs. Although recouping nuisance abatement
costs is one motivation for suing opioid manufacturers,
many believe the high cost of defending these suits
and paying the resulting judgments will improve
patient safety by altering corporate behavior.

Malpractice litigation

While governments are using civil law to remedy
some of the large-scale effects of overprescription of
opioids, malpractice litigation is an available remedy
for families of patients who suffer a
fatal overdose. One such patient was
Jennifer Goodridge, who died after
ingesting a mixture of opioids, muscle
relaxants, and barbiturates prescribed
by her primary care physician.?°

Goodridge’s behavior fit a familiar,

A prescriber’s
main concerns
should be two-fold:

One of the easiest ways to demonstrate the patient’s
suitability for treatment with a controlled substance

is to gather as much useful data about the patient as
possible. One way to accumulate this data and allow it
to inform the prescriber’s medical decision-making is to
use a continuity of care tool. ProAssurance collaborates
with Sure Med Compliance to offer its Care Continuity
Program® to insureds at a discounted rate.” Patients use
this tool to input data needed to document evidence

of “legitimate medical purpose” for a prescription if the
clinician decides to treat with a controlled substance.

Ensure treatment efficacy

Another area where clinicians can better mitigate
prescribing risks is in setting a clear baseline and
benchmark goals to measure treatment efficacy. Before
treating any patient with controlled
substances, clinicians should take
a thorough history and physical that
describes the nature and intensity
of the patient’s pain and the ways

it interferes with the patient’s
activities of daily living. If available,

if unfortunate pattern over the two establishing that the prescriber should incorporate
years she treated with her doctor: she there is a “legitimate thedr‘esu‘lts Ofr;‘:mv dl‘agn’osnhc
repeatedly asked for early refills of medical purpose” studies into the patient's chart.

her prescriptions, and she took other
controlled substances obtained from
other sources. Goodridge’s attorneys
alleged that her treating physician failed
to heed warning signs of her addiction,
and neglected to monitor the medications
he was providing her. In his defense,
Goodridge’s doctor claimed he counseled
her on the risks of drug addiction and
provided her with treatment alternatives.
Unfortunately, these actions were not enough to
insulate the physician from liability. After trying the
case, and while the jury deliberated, Goodridge’s
doctor settled the case for an undisclosed sum.

Risk Management

Establish and document legitimate medical purpose

Fortunately, clinicians can effectively defend
malpractice suits alleging the over-prescription of
controlled substances with the implementation of
sound risk management principles. A prescriber’s
main concerns should be two-fold: establishing
that there is a “legitimate medical purpose” for the
prescription, and demonstrating the prescriber’s
medical reasoning in the patient’s chart.

for the prescription,
and demonstrating
the prescriber’s
medical reasoning in
the patient’s chart.

] of a treatment regimen. For example,

At this point, it is also helpful to
discuss with the patient what the
patient hopes the treatment will
accomplish. Clinicians should allow
patients with chronic pain to set
activity of daily living goals as a
benchmark of the success or failure

if the patient wishes to be able to

participate in light exercise for thirty
minutes, three days a week, the prescriber can determine
whether a certain medication is effective in achieving the
patient’s goals. If the patient is unable to reach their goal,
another treatment modality may be more appropriate.

Monitoring

Malpractice claims frequently involve allegations that
physicians prescribed controlled substances they knew
or should have known would have a negative interaction
with other substances used by their patients. For
example, a patient may claim that a physician violated
the standard of care by prescribing benzodiazepines and
opioids together. To this end, it is important to obtain a
detailed baseline toxicology result to better understand
the nature of the patient’s pharmacological profile.

Continued on page 4
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Likewise, prescribers should always query their state’s
controlled substance prescription monitoring program
to identify the name and dosages of any drugs given
to the patient by other clinicians. During the treatment
relationship, the prescriber should also
subject the patient to regular toxicology
screening to ensure that the patient’s
pharmacological profile does not
change. Positive test results can indicate
whether the patient is taking other
substances that may interact harmfully
with the prescribed medication. Negative
toxicology results may indicate that

the patient is diverting medications.

Controlled substance agreements

Prescribers potentially risk their
professional licenses when writing
prescriptions for a controlled
substance. Thus, clinicians should write
prescriptions only on terms with which
they are comfortable. The prescriber
should communicate these terms

and expectations to the patient and memorialize this
conversation in a controlled substance agreement. The
National Institute on Drug Abuse has sample controlled
substance agreements which practitioners can modify

to fit their specific practice requirements.?? A controlled
substance agreement is also useful in outlining the
consequences of the patient’s failure to meet the
prescriber’s expectations, which may include termination
of the professional relationship. If a prescriber
establishes firm boundaries before writing a first
controlled substance prescription for a patient, it is easier
to hold the patient accountable for aberrant behavior.

Cultural Changes and Progress

Medical education

While the decrease in overdose deaths is in some
measure attributable to heightened regulatory scrutiny,
public health officials have made concerted efforts

to change clinical culture of controlled substance
prescribing to staunch the opioid epidemic. Medical
educators are beginning to reevaluate the way they
teach new students on the appropriate treatment

of pain. At the outset of the opioid epidemic,

medical schools did not dedicate much time to the
teaching of pain management, giving most medical
students no more than nine hours of formalized pain
education.?® Now, medical educators incorporate pain
management instruction into the entire curriculum.

If a prescriber
establishes firm
boundaries before
writing a first
controlled substance
prescription for a
patient, it is easier
to hold the patient
accountable for
aberrant behavior.

At Johns Hopkins University School of Medicine, a
mandatory four-day course in pain management is now
required. Instructors teach students that pain is a physical
and emotional experience, and can be affected by cultural
sensitivities and mood.?* The course
challenges entrenched beliefs about pain
and empowers students to understand
that there is not a one-size-fits-all
treatment for chronic pain. The intention
of programs like the one at Johns Hopkins
is to shift the culture of medicine away
from seeing pain as a condition that
clinicians can merely prescribe away.

Pain management in rural areas

Outside of formal medical education
settings, the opioid epidemic is causing
a similar culture shift in clinics across
the country. Rural areas have shouldered
a disproportionate share of the effects
of the opioid crisis. One reason for this
disparity is that rural populations tend
to skew older, with greater need for
chronic pain treatment.?> These communities also tend

to have fewer resources available to assist patients who
are struggling with chronic pain and drug addiction.

After a patient came to her with a toxicology screen
positive for opioids, heroin, and morphine, Dr. Angela
Gatzke-Plamann, an internal medicine physician

in Necedah, Wisconsin, decided to change the way
she interacted with her chronic pain patients. Dr.
Gatzke-Plamann began reducing the quantities of
pain medications she would prescribe for routine
procedures like cesarean sections. While evidence
shows that physical therapy, exercise, psychotherapy,
and other alternative treatments are effective at
addressing chronic pain, access to these modalities
of treatment is often limited in rural communities.

Dr. Gatzke-Plamann recognized the need for more
specialized treatment in her community and obtained

the requisite training to prescribe the addiction
medication buprenorphine.? Before she will prescribe
buprenorphine, Dr. Gatzke-Plamann requires her patients
to sign a controlled substance agreement, which sets
conditions on her willingness to prescribe the drug.

Dr. Gatzke-Plamann will only prescribe controlled
substances such as buprenorphine if the patient

submits to random pill counts, toxicology screens,

and participates in a treatment program that includes
counseling. For Dr. Gatzke-Plamann, the contracts serve as
a communication tool rather than a means of punishment.

Continued on page 5
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Progress

Evidence suggests that the culture shift like the one
demonstrated by Dr. Gatzke-Plamann is taking place
across the country. One study found that between 2012
and 2017, there was more than a 50-percent drop in
monthly opioid prescriptions for new patients.?” This
reduction is promising, since researchers cite high
dosages and long durations of opioid prescriptions,
particularly for the opioid-naive as a significant

risk factor in creating opioid dependence.

These developments show that most clinicians better
understand their responsibilities in managing patient
access to controlled substances. Prescribers should
understand the ways professional oversight agencies
and patients are using the tools provided by criminal
and civil law to fight the opioid crisis. By following
sound risk management practices, prescribers

can effectively treat pain, while also promoting
patient safety, and reducing the risk of litigation.
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