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Introduction

As of mid-year 2016, twenty-five
states and the District of Columbia
authorized the use of raw or botanical
marijuana to treat various categories of
medical conditions, and an additional
fifteen states authorized the use of low-
potency delta-9-tetrahydrocannabinol
(“THC”)! marijuana to treat a limited
number of medical conditions.? These
developments reflect a rapidly growing
perception on the part of the U.S. pub-
lic and policy makers that marijuana
has proven health benefits.” At the
same time, however, a large number
of national practitioner and scientific
organizations have taken official posi-
tions against medical marijuana on
scientific grounds, a growing number
of studies are uncovering serious nega-
tive health consequences associated
with its use,” and evidence supporting
its effectiveness is confined to a small
cluster of medical conditions.®

This apparent disconnect between
public policy and scientific knowledge
could lead to malpractice exposure or
other liability for physicians certify-
ing or recommending marijuana for
their patients. Physicians in medical

marijuana states do not prescribe mar-
ijuana, but rather certify that a patient
has a statutorily covered medical
condition and meets other criteria to
receive a medical marijuana permit or
authorization. As will be discussed, this
distinction is unlikely to alter the fun-
damental nature of the doctor/patient
relationship or lessen the physician’s
obligation to render competent profes-
sional care.’

State laws vary considerably in
terms of what medical conditions may
be treated with marijuana.® They also
vary in terms of the educational and
professional obligations they impose
on physicians; however, many states
require physicians to receive several
hours of continuing education on
medical marijuana, personally exam-
ine each patient, obtain informed
consent from the patient, develop a
treatment plan, seek consultation if
indicated, review the patient’s progress
in treatment, and maintain accurate
medical records.” Failing to abide by
the statutory provisions can lead to a
loss of medical marijuana certification
privileges, professional disciplinary
action,' and possibly to criminal pros-
ecution.! It also provides convincing
evidence in a malpractice action that
the physician’s conduct fell below the
requisite standard of care, and may
even constitute negligence per se (on
its face) because the provisions are

continued on page 3



Chair’s Corner

My Veteran

For a Southern girl, possibly
the only relationship to rival the
relationship between a girl and her
daddy is the bond between a girl
and her granddaddy. I introduce
you to my grandfather, Allen G.
Monroe, pictured here in his WWI
uniform. Pawpe, as he was affec-
tionately known to his eight grand-
children, taught us many life lessons that he was quite
sure we were not being taught in school—how to ride a
horse, milk a cow, plow a mule (well, I walked behind
him), pick peas and beans, dig potatoes and shuck corn.

C. Joyce Hall

But more importantly, my grandfather taught me to
fiercely love my family, my friends, my neighbors, and my
country. He also taught me to always honor and respect
those who fought for the freedom that we enjoy.

/D\
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Pawpe trained at Camp Beauregard in Louisiana, and
he was preparing to be shipped off when Germany signed
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never left American soil, but his devotion to our coun-
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How do we measure what we owe to those who have
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Malpractice Liability and Medical Marijuana

continued from page 1

intended specifically to protect patients
from foreseeable harm.'?

Physicians may still be sued for
malpractice even if they follow the
statutory provisions meticulously. Phy-
sicians are often sued for malpractice
for treatments that are unquestionably
lawful and authorized by applicable
licensing and regulatory statutes. The
dispositive question in malpractice
cases is not whether the physician’s
actions were legally authorized but
whether they were performed in
accordance with professional stan-
dards of care.”

No published court opinion has
thus far considered the issue of mal-
practice liability for a physician certify-
ing or recommending the use of medical
marijuana. Although there are numer-
ous instances of consumers being injured
by other types of botanical products and
herbal remedies, most law suits related
to those substances have been product
liability actions against the distributers
or manufacturers of the products.'* Med-
ical marijuana raises different legal issues
from prior cases because patients are
usually required by law to receive a phy-
sician’s approval to use the drug, whereas
other herbal products can be obtained
readily without physician involvement.
In the absence of analogous legal prec-
edent, courts confronting medical mar-
ijjuana cases will in many respects be
writing on a blank slate.

This article provides a review
of scientific research on the proven
health benefits and health risks of
marijuana, and considers how profes-
sional malpractice principles might be
applied in medical marijuana cases. It
is concluded from this review of the
medical and legal literatures that mal-
practice liability will likely depend on
several factors, including: (1) what
legal test is applied in a given jurisdic-
tion to define the medical standard of
care, (2) the extent to which national
practice guidelines and scientific
studies are admissible as evidence to
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establish the standard of care, and (3)
whether the patient was adequately
informed about the potential risks
and benefits of marijuana, its relative
effectiveness compared to alternative
treatments for the patient’s condition,
and the degree to which scientific evi-
dence and expert consensus support
or refute its use. It behooves physi-
cians and health lawyers to familiarize
themselves with these principles, con-
sider how they are likely to be applied
in their jurisdictions, and take reason-
able precautions to avoid or reduce
malpractice exposure.

This article does not address the
issue of legalization or decriminaliza-
tion of marijuana for recreational
purposes. Every citizen has a right to
engage in lawful conduct so long as
that conduct does not endanger the
welfare and safety of others. Different
legal principles apply, however, when
learned professionals such as physi-
cians are involved in the decision.
Patients and society at large have a rea-
sonable expectation that physicians will
conduct themselves competently and in
accordance with scientific evidence
when rendering medical services, and
physicians may find themselves liable to
patients and foreseeable third parties if
that duty is breached.

Health Benefits of Marijuana

Marijuana has no officially recog-
nized health benefits according to the
U.S. Food and Drug Administration
(“FDA”)" and more than twenty lead-
ing medical and scientific organiza-
tions.'® Recent studies, however, have
identified potential benefits from mar-
ijuana for treating a limited number of
medical conditions, including chronic
neuropathic or cancer pain, spasticity
associated with neurological disorders
like multiple sclerosis, nausea, appetite
loss, and severe weight loss associated
with wasting illnesses such as cancer

and AIDS." Comparable benefits are
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often achieved, however, from FDA-
approved pharmaceutical medications
that are synthesized from chemicals
found in the marijuana plant (cannabi-
noids), which are not smoked and have
far less or no intoxicating effects.'®

Pursuant to the U.S. Controlled
Substances Act,” the FDA and Drug
Enforcement Administration (“DEA”)
work collaboratively to establish a
drug’s legal status. A drug that has no
recognized medical benefit and a high
potential for abuse or addiction is
listed in Schedule I.?° Drugs that are
listed in Schedules II through V have
recognized medical benefits and pose
respectively less degrees of risk for
abuse and other dangerous medical
side effects.”!

The FDA employs a highly rigor-
ous review process in determining
whether a drug has proven medical
benefits and is safe and effective for
medical use.”? An applicant must first
conduct preclinical testing on ani-
mals to demonstrate that the drug is
safe for human testing. If it passes this
minimum threshold, studies may then
be conducted on healthy human vol-
unteers to assess common side effects
of the drug and determine how it is
metabolized and excreted in humans.
If there is no evidence of toxicity, pre-
liminary efficacy studies are next
conducted on patients having a rele-
vant disease or condition to examine
the drug’s ability to treat that condi-
tion. To ensure that the findings are
scientifically reliable, at least some of
the studies must be concurrent con-
trolled clinical trials, meaning that
participants are assigned randomly or
in an otherwise unbiased manner to
receive either the experimental drug
or a placebo (inactive) substance, a
different medication, or another form
of treatment such as counseling.”

If the results of the preliminary
efficacy studies are favorable, the drug
then moves on to large-scale effective-
ness studies involving large numbers of

continued on page 4
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continued from page 3

subjects (often in the hundreds) to
examine its effects in different popula-
tions, at varying dosages, and in com-
bination with other commonly used
medications or treatments. Finally, an
independent team of physicians, statis-
ticians, toxicologists, pharmacologists,
chemists and other scientists review all
of the findings and approve the drug
for sale if its proven benefits are deter-
mined to outweigh the known risks.
Once approved, post-marketing sur-
veillance continues to identify infre-
quent adverse reactions which may
arise when the medication is adminis-
tered in daily practice to large numbers
of patients. If adverse reactions are
identified, they are typically described
in package inserts or box warnings
which must accompany the medica-
tion and alert physicians to potential
contraindications and warnings about
its use.”* In some instances, approved
medications may be withdrawn from
the market if it is determined that
emerging risks outweigh the benefits
that the medication may provide.”

Marijuana is presently listed as a
Schedule I drug, reflecting the FDA’s
conclusion that it has no proven medi-
cal benefit and carries a high risk for
abuse or addiction. As indicated on the
FDA’s website, “[tlhe FDA has not
approved any product containing or
derived from botanical marijuana for
any indication. This means that the
FDA has not found any such product to
be safe or effective for the treatment of
any disease or condition.””® The FDA
has, however, approved two pharma-
ceutical cannabinoids, dronabinol and
nabilone, which contain the primary
psychoactive ingredient in marijuana,
THC, and have relatively minimal
intoxicating or addictive effects.”” These
medications are approved for the treat-
ment of nausea and to increase appetite
and weight gain in patients suffering
from wasting illnesses associated with
diseases like AIDS or cancer. Other
countries, including the United King-
dom and Canada, have approved a

third medication, nabiximols (Sativex),
which contains THC and another non-
intoxicating chemical found in mari-
juana, cannabidiol, which may offer
benefits for treating neurological con-
ditions such as childhood epilepsy.”®

Importantly, an absence of FDA
approval does not prove that mari-
juana is ineffective or unsafe. It simply
means that the benefits and risks of
the drug have not been studied suffi-
ciently to meet FDA standards, and
the risk/benefit ratio is therefore
undetermined. Because marijuana is
a Schedule I drug, researchers have
had a very difficult time studying its
effects.” Researchers must first obtain
a license from the DEA and have the
study approved by the FDA. In addi-
tion, they must generally obtain
research-grade marijuana (marijuana
of a proven potency that has no impu-
rities) through the National Institute
on Drug Abuse (“NIDA”). NIDA pro-
vides research-grade marijuana for
studies that have received funding
from the National Institutes of Health
(“NIH”), or for non-NIH-funded
projects that have an approved
Investigational New Drug (“IND”)
application on file with the FDA and
have been approved as scientifically
valid by a Department of Health and
Human Services (“HHS”) scientific
review panel. Since 1970, the Univer-
sity of Mississippi has been the only
facility approved by the DEA to grow
and harvest marijuana for NIDA-
sponsored studies; however, the DEA
recently announced that it will allow
additional growers to apply for a reg-
istration to produce and distribute
marijuana for research purposes.”

These manifold obstacles have led
several leading scientific and practi-
tioner organizations to call for the
FDA to reclassify marijuana from
Schedule I to a less restrictive sched-
ule to permit freer research into its
potential medicinal benefits.’! Yet, in

August 2016 the DEA denied a
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petition to reclassify marijuana from
Schedule 1 based on an exhaustive
review of the scientific literature con-
ducted by HHS.*> The DEA and HHS
concluded that there is no statutorily
authorized basis to reschedule mari-
juana because “marijuana has a high
potential for abuse, has no accepted
medical use in the United States, and
lacks an acceptable level of safety for

use even under medical supervision.””’

Nevertheless, the DEA indicated a
willingness to ease restrictions on
research into the potential medical
benefits of marijuana, including, as
mentioned, permitting additional grow-
ers to produce research-grade marijuana
for federally funded studies.*

Despite substantial hurdles to
conducting good-quality research,
recent studies have identified poten-
tial health benefits from marijuana for
treating a limited number of medical
conditions. The quality of these stud-
ies does not come close to satisfying
FDA standards for effectiveness; never-
theless, they provide sufficient promise
or “proof of concept” to justify conduct-
ing additional research. Systematic
reviews performed by leading medical
researchers have concluded there is
high-quality evidence suggesting that
marijuana may be beneficial for treating
chronic neuropathic or cancer pain,
and for ameliorating spasticity asso-
ciated with certain neurological
disorders such as multiple sclerosis.”
However, comparable benefits may be
achieved from nonintoxicating and
nonaddictive pharmaceutical canna-
binoids.*®* Moreover, while there is
also considerable evidence that mari-
juana increases appetite and reduces
nausea for persons suffering from wast-
ing illnesses, the effects appear to be
no better than for medications already
approved by the FDA for treating
these conditions.”” Where there is com-
parable evidence of effectiveness for
both marijuana and an FDA-approved
pharmaceutical cannabinoid, leading
medical experts advise physicians to
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begin treatment with the cannabinoid
because an acceptable risk/benefit
profile has been established for that
medication, and switch to marijuana if
the cannabinoid proves ineffective.*®

Although anecdotal testimonials
abound from some patients and physi-
cians, to date there is insufficient
evidence to conclude whether mari-
juana or cannabidiol is effective for
treating childhood epilepsy, move-
ment disorders such as Parkinson’s or
Tourette’s syndrome, glaucoma, or uri-
nary tract disorders.” Moreover, any
assertions that marijuana or pharma-
ceutical cannabinoids can treat other
medical conditions, such as mental
health disorders, substance use disor-
ders, Alzheimer’s disease, autism,
insomnia or autoimmune disorders are
speculative at this juncture.” In fact,
as will be discussed further, evidence
suggests that marijuana is likely to
worsen the prognosis for many mental
health and substance use disorders and
interfere with the effects of proven

treatments for these conditions.”!

Recommending the use of a
non-FDA-approved substance is not
necessarily evidence of malpractice.
Physicians frequently recommend
alternative therapies to their patients,
including herbal plants and extracts.*
The Dietary Supplement Health and
Education Act of 1994% classifies
most herbal plants as dietary supple-
ments, which can be produced, sold
and marketed without demonstrating
their safety or efficacy. The FDA
bears the regulatory burden of proving
that a dietary supplement is unsafe
before it can be removed from the
market.** The opposite burden of
proof applies to pharmaceutical medi-
cations, which must be proven safe

and effective before they can be mar-
keted or sold.*

Physicians also frequently pre-
scribe FDA -approved medications for
conditions or disorders that are not
approved by the FDA.* For example,
a medication might be approved for the
treatment of epilepsy but physicians

Volume 29, Number 2, December 2016

might prescribe it to treat migraine
headaches, sleep disorders, or depres-
sion. Once a medication has been
approved by the FDA for a specified
use, physicians are generally free to
prescribe it for other off-label uses if, in
their professional judgment, it is likely
to be safe and effective for those con-
ditions.*” In many instances, off-label
use is based on anecdotal impressions
or clinical observations rather than
on scientific evidence of safety and

effectiveness.*

The terms innovative therapy,
alternative medicine, complementary
medicine or unorthodox medicine are
commonly used to describe non-FDA-
approved treatments lacking scientific
evidence of effectiveness, and may
also refer to off-label uses of FDA-
approved medications that have not
been evaluated.” Although patients
do not have a fundamental right to
bypass the FDA review process for
pharmaceutical medications, courts
will generally recognize a patient’s
right to seek unorthodox homeopathic
remedies, naturopathic treatments,
faith-healing practices, and off-label
uses of approved medications.”! Provid-
ing or recommending such alternative
treatments typically heightens the
physician’s duty to inform the patient
about the limited scientific basis for
the treatment, any known risks of the
treatment, the possibility of unknown
or unstudied risks, and the availability
of FDA-approved treatments, if any,
that are proven to be effective for the
same condition.’?

Health Risks of Marijuana

Although the potential health
benefits of marijuana have not been
studied nearly sufficiently, a wide range
of health risks has been reliably identi-
fied. Every intoxicating substance has
a dependence liability, defined as the
statistical probability that a person
who uses that substance will develop
a compulsive addiction. The depen-
dence liability for marijuana is approx-
imately nine percent for adult users, 17
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percent if use begins during adoles-
cence (which it often does), and
nearly 40 percent for persons who use
marijuana several times per week.” A
hallmark symptom of substance depen-
dence is uncomfortable or painful
withdrawal symptoms when levels of
the substance decline in the blood-
stream. When marijuana-dependent
individuals stop taking marijuana, they
experience a withdrawal syndrome
comparable to that of nicotine.’* Can-
nabis dependence has been an offi-
cially recognized psychiatric diagnosis
since 1980, and cannabis withdrawal
syndrome is now recognized, as well.”

Chronic marijuana use is reliably
associated with apathy or reduced moti-
vation to engage in goal-directed
behaviors, a syndrome referred to as an
amotivational state.’” Neuroimaging
studies suggest this may occur, in part,
because marijuana blunts transmission
of or sensitivity to the neurotransmitter
dopamine in brain regions which are
responsible for reward-based learning,
thus reducing motivation to accomplish
intellectual tasks.”® Researchers have
not ruled out the possibility that impaired
motivation may lead to marijuana use
rather than the other way around.
Unmotivated people may simply be more
inclined to use marijuana. Nevertheless,
if marijuana were an FDA-approved
medication, such a strong and consistent
correlation with a serious adverse syn-
drome would be more than sufficient to
require a package insert alerting physi-
cians to the potential medical risk.”

Even when chronic marijuana
users are not intoxicated, they perform
significantly worse than nonusers on
neuropsychological tests of cognitive
functioning, including attention,
learning, memory, motor skills, and
verbal abilities.®® Faced with novel or
complex intellectual tasks, their deci-
sion-making processes tend to be more
impulsive, irrational, and ineffective
than those of nonusers.®’ Some evi-
dence suggests that these deficits may
improve after at least 30 consecutive
days of abstinence.®” However, when
use begins in adolescence, the effects

continued on page 6
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continued from page 5

are far more likely to be long-lasting
or permanent. Repetitive use of mari-
juana during the teen years is associ-
ated with a six- to eight-point decline
in Intelligence Quotient (“IQ”).®* This
impairment in intelligence appears to
be global, meaning that deficits are
found in a wide range of areas, includ-
ing verbal intelligence, memory, pro-
cessing speed, perceptual reasoning,
visual perception, manual dexterity,
psychomotor speed, and executive
functioning (planning, judgment, and
insight).* Lower IQ scores among ado-
lescent-onset marijuana users have
been measured for at least a full year
after complete cessation of usage,®
poorer physical and mental health out-
comes have been measured for at least
nine years,* reduced occupational pro-
ductivity has been measured for at least
17 years,”" lesser quality of life has been
measured for 21 years,®® and greater
odds of physical or mental disability
have been measured for 39 years.”

These serious cognitive and adap-
tive impairments occur primarily in
adolescent-onset or young-adult-onset
marijuana users, and medical mari-
juana laws typically exclude or curtail
access for teens to medical marijuana.
Yet, whenever marijuana has been
decriminalized for medical or recre-
ational purposes, the largest upsurge in
use has typically been among teens
and young adults,” the persons most
susceptible to long-term brain impair-
ment. As large numbers of older adults
now also use marijuana—often for the
first time or after decades of nonuse—
in response to medical marijuana laws,
it is unknown what cognitive impair-
ments may ensue for these marijuana-
inexperienced individuals whose brain
functioning may already be compro-
mised by incipient dementia or normal
aging.”

Even when used sporadically,
marijuana can cause lasting structural
or neurochemical changes in the

6

human brain. Recent studies employ-
ing advanced brain-imaging tech-
niques have uncovered specific brain
regions in which some of these changes
are occurring. Scientists have discov-
ered structural abnormalities among
occasional marijuana users in the
nucleus accumbens and amygdala
(responsible, in part, for emotional
regulation and learning from experi-
ence),” the prefrontal cortex (respon-
sible for planning, judgment, and
inhibition of risky behaviors),” and
the limbic striatum (responsible for
motivation and attention).” Again,
scientists have not disentangled cause
and effect. Preexisting neurological
impairments may predispose some
individuals to use marijuana. Never-
theless, in the face of such persistent
and powerful correlations with serious
adverse syndromes, the FDA would
almost certainly require a package
insert if marijuana were an approved
pharmaceutical medication.

The cognitive effects of marijuana
have important implications for risky
and impaired driving. Occasional use
of marijuana by non-addicted individu-
als increases the odds of becoming
involved in a car accident by more
than two fold.” In laboratory simula-
tion studies, single-dose administration
of marijuana significantly increased
lane weaving, impaired subjects’ ability
to visually track other cars, reduced
subjects’ reaction times, and interfered
with their ability to divide their atten-
tion (e.g., drive and change the radio
station at the same time).”® Among
chronic marijuana users, these impair-
ments have been found to last for at
least three weeks following complete
abstinence, when the subjects were no
longer experiencing the intoxicating
effects of the drug.”” Individuals may
believe wrongly that they are capable
of driving when, in fact, they are dan-
gerously impaired. In Colorado, traffic
fatalities involving marijuana roughly
doubled in the first two years after
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marijuana was legalized, and mari-
juana caught up with alcohol as the
leading cause of traffic accidents.™

Longitudinal studies show a con-
sistent association between adolescent-
onset marijuana use and subsequent
development of severe psychotic disor-
ders, including schizophrenia.” Scien-
tists have recently identified specific
genes or gene-clusters (genotypes) that
are activated or inhibited by marijuana
use, and which significantly increase
the risk of developing a severe psy-
chotic disorder such as schizophrenia.*
Following an initial psychotic episode,
continued use of marijuana is also
associated with a significantly poorer
prognosis, including more hospital
readmissions, more days spent in the
hospital, and a greater likelihood of
being involuntarily committed for
treatment.”!

Increased rates of other mental
health disorders are also known to co-
occur with marijuana use, including
major depression, bipolar disorder
(manic-depression), and post-trau-
matic stress disorder (“PTSD”).%
However, it is unclear which disorder,
if any, is responsible for this co-mor-
bidity. Some mentally ill individuals
may use marijuana as an effort to self-
medicate psychiatric symptoms, or
perhaps marijuana may trigger a latent
genetic predisposition to mental ill-
ness. By following participants pro-
spectively for several years, researchers
have determined that the onset of
mental illness typically occurs after

3 which would appear

marijuana use,®
to be inconsistent with a self-medica-
tion hypothesis. However, a recent
national longitudinal study in the
United States found no correlation
after three years between marijuana
use and subsequent rates of mood or
anxiety disorders.’ Perhaps three years
is too soon for mental illness to mani-
fest, or perhaps the relationship
between mental illness and marijuana
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use is more complicated than expected.
For example, mental illness and mari-
juana use may emerge independently
from a common genetic vulnerability,
which would be difficult to detect in a
longitudinal study. Additional neuro-
imaging and genetic studies are needed
to better understand the comorbid
relationship between marijuana use
and serious mental illness.

Marijuana use is strongly linked
to subsequently higher rates of depen-
dence on alcohol and other drugs,®
general psychological distress*® and
suicidality® after follow-up periods of
three to eight years. For individuals
who are dependent on other sub-
stances of abuse, such as heroin, alco-
hol or cocaine, use of marijuana is
reliably associated with significantly
higher rates of treatment failure and
relapse to these other substances.*

Smoking marijuana also causes
many of the same respiratory and car-
diac symptoms as tobacco, including
frequent lung illnesses, a higher risk of
lung infection, daily cough, and increased
phlegm.” Marijuana use raises heart
rate for up to three hours, which can
increase the chance of a heart attack or
dangerous cardiac event.” Marijuana
smoke contains 50 percent more car-
cinogens than tobacco smoke;”" how-
ever, it is unknown whether marijuana
smokers have a higher risk for lung
cancer.”” Marijuana use during preg-
nancy or lactation is linked to an
increased risk of brain and behavioral
problems in babies and young chil-
dren.” Finally, weekly use of marijuana
is associated with a significantly lower
sperm count and sperm concentration
in young adult males.”

Malpractice Liability for
Medical Marijuana

As stated earlier, no published
court opinion was found that has con-
sidered potential malpractice liability
for a physician certifying or recom-
mending medical marijuana. Courts
may, however, be expected to con-
front such cases in light of the fact
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that states are rapidly broadening
patient access to medical marijuana,
most expert organizations oppose
these measures on scientific grounds,
studies are increasingly uncovering
serious health risks associated with its
use, evidence is lacking or equivocal
concerning its effectiveness for many
health conditions, and less risky FDA -
approved pharmaceutical cannabi-
noids are already available for the few
conditions that marijuana may treat
effectively. Presumably courts will
analyze such cases by applying or
adapting traditional medical malprac-
tice principles to the new policy and
scientific landscapes.

Duty of Care

The first issue courts will need to
address in these cases is whether certi-
fying the need for medical marijuana
creates a traditional doctor/patient
relationship, which carries with it a
concomitant duty to render compe-
tent professional care.” The existence
of a doctor/patient relationship does
not turn on the question of whether a
physician has prescribed an FDA-
approved treatment. Rather, a profes-
sional duty of care is created by the
virtue of the powers and authority
vested in physicians through state
licensure and accreditation laws, as
well as the reasonable expectations of
patients.” If a patient is legally obli-
gated to obtain certification for medi-
cal marijuana from a physician, and if
the patient reasonably believes that
the physician will exercise professional
judgment and training in making that
decision, then a doctor/patient relation-
ship is likely to be recognized. Courts
typically find that a doctor/patient
relationship has been created where
the physician assumed some degree of
responsibility for making a diagnostic or
treatment decision, or saw the patient
as part of a formal consultation even if
the physician had no further involve-
ment with the patient’s care.”’

Breach of Duty

A more complicated issue is
determining whether a physician has
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breached the duty of care by engaging
in substandard medical practice. For
example, a question might arise as to
whether a physician breached the
duty of care by failing to take an ade-
quate medical history of a patient
which would have uncovered contra-
indicated conditions that are likely to
be made worse by marijuana use, such
as psychosis, addiction or respiratory
disease. Similarly, a physician might
be found to have breached the duty of
care by certifying marijuana to treat a
condition that is unlikely to improve
from its use, such as autism or anxiety.
In such cases, the potential medical
risks associated with marijuana use
might not be justified by any known
or reasonably anticipated benefits
that are likely to ensue.

Some states employ a custom-
based test for determining the standard
of care, requiring the physician to pro-
vide the type and level of care that an
ordinary and prudent physician with
comparable training and experience
would have provided under similar
circumstances in the same or a similar
locality.” Expert testimony from physi-
cians who are familiar with the rele-
vant locality and area of practice is
usually required to establish the cus-
tomary standard of care.” Notably, in
jurisdictions following a custom-based
standard, medical experts are not
required to describe, or even to con-
sult, scientific studies to support their
conclusions. The critical question is
not whether the physician’s actions
were scientifically valid, but rather
whether they were performed in accor-
dance with customary medical prac-
tices in the relevant locality and area
of specialization.'®

In contrast to a custom-based test,
a growing number of jurisdictions
apply a reasonable physician standard,
which evaluates the physician’s actions
against what he or she should have
done as opposed to what is customarily
done.!® In these jurisdictions, scientific
evidence supporting or refuting a given
practice is directly on point to the
question of whether the physician’s

continued on page 8
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continued from page 7

treatment was reasonable and compe-
tent.'” On direct examination, expert
witnesses may describe the results of
scientific studies to support their con-
clusions about reasonable care, or on
cross-examination may be called upon
to defend their conclusions in the face
of conflicting findings. For example, if
a physician certified the use of medical
marijuana for a patient with an anxi-
ety disorder and a serious history of
respiratory illness, a medical expert
witness might testify that studies have
found no evidence of medical benefits
from marijuana for the treatment of
anxiety, and have identified health
risks for patients with anxiety and
respiratory disease.

Several nationally recognized sci-
entific and practitioner organizations
have published official position state-
ments against medical marijuana.'®
Given the current state of scientific
knowledge, these organizations have
concluded that the risk/benefit ratio
for medical marijuana is unknown or
does not justify its use to treat any
recognized medical condition. Defen-
dants in states applying a reasonable
physician standard may face substan-
tial uphill battles defending their
actions in the light of these expert
position statements.

Traditionally, documents such as
these were inadmissible as hearsay to
prove the truth of the matter asserted,
but in some instances could be used
on cross-examination to impeach or
discredit a witness.'® The more mod-
ern approach adopted by many states
is to admit such evidence on direct
or cross examination if the expert
acknowledges that the source is reli-
able and authoritative, or if the court
takes judicial notice of its reliability.'®
Regardless of what evidentiary stan-
dard is applied, lawyers with a modicum
of ingenuity can often get this evidence
admitted to impeach or resurrect tes-
timony concerning the appropriate
standard of care. In jurisdictions that
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apply a reasonable physician standard,
physicians who certify marijuana for
medicinal use may find themselves
having to explain away contradictory
scientific advisories from a plethora of
leading national organizations.

Notably, a small number of pro-
fessional organizations have issued
position statements in favor of medi-
cal marijuana,'® and as discussed
earlier scientific studies do lend sup-
port for its use in treating a limited
number of medical conditions, includ-
ing nausea, appetite loss, neuropathic
pain, and spasticity associated with
multiple sclerosis.!®” This evidence
may be admissible to argue that there
are two schools of thought concerning
the use of marijuana for some medi-
cal conditions. The existence of two
schools of thought generally serves as
a conclusive defense against a medical
malpractice claim.'® Courts are reluc-
tant to wade into disputes between
opposing factions of the medical com-
munity because judges and lawyers are
not qualified by knowledge or training
to weigh the scientific bases of con-
flicting medical theories.!” Many
jurisdictions require a considerable
number of recognized and reputable
physicians to support a practice in
order to establish a second school of
thought.''® In these jurisdictions, phy-
sicians are more likely to prevail if
they certify the use of marijuana for
conditions like chronic pain or spastic-
ity, for which there is some evidence of
efficacy and support from at least some
professional organizations. However,
success is less likely for other condi-
tions, such as anxiety or depression,
for which there is little or no evidence
of effectiveness and reputable profes-
sional support is largely absent.

A few jurisdictions, however,
lend an expansive interpretation to
the two schools of thought doctrine.
These jurisdictions give substantially
greater weight to divided medical
opinion, and look more favorably on
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a physician’s actions if there is any
reasonable difference of opinion among
experts.!! In these jurisdictions, a
defense based on two schools of thought
may also succeed for conditions such as
anxiety, for which treatment with mari-
juana receives small pockets of support
in the medical community.

Professional Practice Guidelines

State laws vary considerably in
terms of the educational and profes-
sional obligations they place on physi-
cians concerning the use of medical
marijuana. As noted above, many
states require physicians to receive sev-
eral hours of continuing education,
examine each patient personally,
obtain informed consent for treat-
ment, develop a treatment plan,
review the patient’s progress, and
maintain accurate medical records.'?
These statutes establish a floor of
acceptable practices, and failing to
abide by the basic requirements may
lead to professional disciplinary action,
malpractice exposure, and potentially
to criminal prosecution.

Professional organizations and
leading medical experts have gone
considerably further in proposing
higher standards of practice for medi-
cal marijuana. Beyond the basic obli-
gations imposed by many state
statutes, experts have, for example,
recommended that physicians have a
preexisting and ongoing treatment
relationship with each patient, as
opposed to acting merely as a consul-
tant; schedule routine follow-up visits
with every patient; explicitly rule out
the presence of contraindicated co-
occurring conditions, including sub-
stance use disorders, major depressive
disorder, anxiety disorders, and respi-
ratory tract infections; begin treating
patients with FDA-approved and evi-
dence-based treatments, including
pharmaceutical cannabinoids, before
resorting to marijuana if those treat-
ments fail; ensure that the physician
has adequate information concerning
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the specific dosage and composition of
the marijuana product; and ensure
that the physician is well-trained in
addiction medicine and prepared to
make immediate and appropriate
referrals for substance use disorder
treatment where indicated.'”

In states that apply a reasonable
physician standard, these practice
guidelines might be admissible to show
that a physician’s conduct fell short of
the appropriate standard of care, or to
rebut or impeach a physician’s asser-
tion that he or she exercised due care
in treating the patient."'* Whether
courts will hold physicians accountable
merely for complying with the basic
conditions enumerated in medical
marijuana statutes or whether they
will raise the bar in the light of pub-
lished practice guidelines is an open
question. In the interests of “defensive
medicine,” physicians and their attor-
neys are advised to familiarize them-
selves with the practice guidelines
promulgated by leading medical orga-
nizations and experts, and conform
their practices accordingly. Needing to
justify why one’s actions fell short of
recommended standards of care pub-
lished by leading scientific and practi-
tioner organizations is unlikely to sit
well with a judge or jury. Worse, not
being aware of the existence of these
guidelines could be viewed quite nega-
tively in a medical malpractice action.

Informed Consent and
Assumption of the Risk

Patients generally have a right to
forego accepted medical treatments
and seek innovative or unorthodox
therapies so long as they knowingly,
intelligently and voluntarily assume
the risk for that decision.'”” Patients
may not, however, waive a physician’s
duty to render competent professional
care or adhere to professional practice
guidelines and statutory provisions.''
Because these duties are imposed by
law or reflect the medical profession’s
legitimate role in policing the con-
duct of its own members, patients
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have no standing or authority to
relieve a physician of the obligations.
A patient may not, for example, waive
a physician’s duty to perform a thor-
ough diagnostic assessment or take a
detailed medical history before certi-
fying or recommending the use of
marijuana. Assuming a physician has
performed a competent diagnostic
assessment and reached an educated
conclusion about potentially effective
courses of action, it is the patient’s
prerogative to choose from among the
promising alternatives.

Material Information

Except in limited circumstances
such as medical emergencies, physi-
cians are generally required to provide
their patients with any material infor-
mation that is likely to bear on the
decision whether to choose or forego
a medical treatment, including the
likelihood and magnitude of foresee-
able risks from the treatment, the
likelihood and magnitude of antici-
pated benefits, and the relative odds
of success compared with alternative
treatments that may be available for
the same condition.'"” Some states
employ a patient-based test for assess-
ing materiality, requiring physicians
to provide information that an ordi-
nary, reasonable and prudent patient
would want to know in making the
decision.'® In these states, the fact-
finder (judge or jury) typically decides
whether disclosure was adequate.
Other states employ a custom-based
test, requiring physicians to provide
information that physicians practicing
in the same or a similar locality and
area of practice would ordinarily pro-
vide.!? In those states, expert medical
testimony is typically required to define
the customary standard for disclosure.

Studies indicate that numerous
factors influence a patient’s decision
to seek alternative and complemen-
tary treatments, including lifestyle
preferences and cultural beliefs. Chief
among these factors is the perceived
efficacy of the treatment in improving
the patient’s condition.'®® Patients
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also frequently harbor false beliefs that
herbal remedies are harmless when,
in fact, many carry serious risks for
adverse health effects and dangerous
interactions with prescription medica-
tions.!”! Therefore, material elements
of informed consent should always
include, at a minimum, a frank dis-
cussion with the patient about the
proven and unproven health risks and
benefits of marijuana, the known risk/
benefit ratio, the possibility of unknown
or unstudied risks, the availability of
effective FDA-approved medications
for the patient’s condition, the possi-
bility of dangerous interactions with
other medications the patient might
be taking, and the possibility that the
product may contain contaminants
resulting from inadequate quality
control over the manufacturing pro-
cess.!” It is ordinarily insufficient to
deliver this information in a general
consent form. Information must be
provided concerning the specific treat-
ment under consideration, the patient’s
specific medical condition, and the
known risks and benefits of alternative
treatments for that same condition.'?’

Causality

Plaintiffs must also make a show-
ing of causality, meaning not only
that some harm was caused by ingest-
ing medical marijuana but also that
the patient would most likely not
have used it if adequate disclosure
had been made. Most states apply an
objective test for causality, requiring a
finding that an ordinary, reasonable
and prudent patient would not have
undergone the treatment if the poten-
tial harms had been disclosed.'**
Other states apply a subjective test,
requiring the factfinder to conclude
that the plaintiff in the instant case
would not have undergone the treat-
ment.'” Whichever causality test is
applied, the weight of national scien-
tific opinion will usually bear directly
on the question of whether the plain-
tiff or a reasonably prudent patient
would have elected to proceed with a
treatment in light of the known medi-
cal risks and benefits.'® Plaintiffs can

continued on page 10
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often make a strong case that the
results of scientific studies, professional
practice guidelines, and position state-
ments issued by national organizations
are material information that, if known,
would have led them to choose a dif-
ferent course of action.

Physicians are not required to pro-
vide information that is widely known
by the public or already known to the
patient.'”” For example, the intoxicat-
ing effects of marijuana are widely
known; therefore, physicians are prob-
ably not obliged to describe these
effects. Many patients, however, are
unlikely to be aware that impairments
in cognitive and motor functioning
can last for nearly a month after cessa-
tion of usage.'”® Therefore, patients
should be advised not to drive a car,
operate heavy machinery, or perform
other potentially hazardous tasks for at
least several hours after cessation of
use,'” and perhaps for up to one
month for chronic users or those who
have a low physiological tolerance to
the drug. Many patients also believe
that marijuana is beneficial for treating
conditions such as anxiety, depression,
PTSD, autism, addiction, glaucoma,
and autoimmune disorders, when in
fact it is likely to exacerbate these
conditions and interfere with the
benefits of effective treatments.'”
Physicians may be obliged, therefore,
to affirmatively disabuse patients of
such generally held and erroneous
beliefs.””! For these reasons, several
leading practitioner organizations
and national experts have proposed
augmenting the informed consent
requirements for medical marijuana to
include telling patients that marijuana
is not FDA-approved, has little or no
support from leading medical and sci-
entific organizations, has not been
shown to be effective for treating
most medical conditions for which it
has been studied, is not a standard-
ized or purified product, and can
precipitate relapse for persons with
mental health and substance use
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disorders."?” Whether courts will
assign weight to these augmented
expert disclosure recommendations
remains an open question.

Failing to obtain adequate informed
consent from patients may also expose
physicians to third-party liability for
foreseeable harms to other persons.'*
For example, physicians could be held
liable to third parties who are injured
in a car or work accident caused by a
patient’s use of medical marijuana.
Although the physician has no doctor/
patient relationship with such third
parties, he or she may be liable in ordi-
nary negligence for nonfeasance by
failing to take simple precautions that
could have avoided a foreseeable and
serious injury. Courts have found phy-
sicians liable to third parties, for
example, for failing to warn patients
about potential driving hazards associ-
ated with the use of prescription

medications.'**

Warning a patient about such
risks is ordinarily sufficient to shield
the physician from third-party liabil-
ity even if the patient ignores the
physician’s advice and engages in haz-
ardous activity. Courts will typically
view a patient’s willful noncompli-
ance with a physician’s directive as an
intervening factor that breaks the
legal chain of causation.'’
physician has duly warned a patient
about the known and reasonably
anticipated risks of a medication, it
becomes the patient’s responsibility to
act accordingly and with due caution.

Once a

Conclusion

Policy makers often make deci-
sions based on the majority will of the
electorate, but physicians and other
healthcare practitioners do not.
Authorizing physicians to certify or
recommend medical marijuana does
not, in any way, absolve them from
rendering competent and scientifically
informed medical care. Physicians who
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wade into the terrain of medical mari-
juana must understand that although
their actions may not be criminally
culpable in legalizing states, they are
nonetheless recommending or certify-
ing a non-FDA-approved treatment
that is not supported or recognized by
the large majority of their professional
colleagues. Doing so may expose them
to malpractice liability no differently
than if they prescribed any other
potentially hazardous and scientifically
controversial experimental treatment.

It is important, therefore, for
physicians and health lawyers to famil-
iarize themselves with the scientific
evidence and applicable legal doc-
trines in their jurisdictions pertaining
to medical marijuana. Physicians prac-
ticing in jurisdictions that apply a
custom-based standard of care, or that
construe the two schools of thought
doctrine expansively to encompass any
reasonable division of medical opin-
ion, might take solace in the fact that
medical marijuana receives pockets of
support from certain sectors of the
medical community. However, those
practicing in states that apply a reason-
able physician standard, or that require
a substantial minority of opinion to
establish an alternative school of
thought, may find themselves pitted in
court against the national weight of
scientific opinion and the pillars of
mainstream medicine. This is espe-
cially so if they recommend or certify
marijuana for unproven or currently
discredited purposes, such as to treat
anxiety or depression.

Physicians are further advised to
take informed consent procedures
very seriously in these cases. Meticu-
lous efforts are called for to educate
patients about what is known and not
known about marijuana, and to dis-
abuse patients of any misconceptions
they may have stemming from public
advocacy campaigns that often over-
state the proven health benefits of
marijuana and understate the known

Volume 29, Number 2, December 2016



risks. Patients have a reasonable expec-
tation that physicians, as learned
professionals, will conduct themselves
impartially and competently in render-
ing medical treatment, and the law
may compensate them and foreseeably
injured third parties if that duty of care
is breached.
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therapeutic properties of marijuana), available
at http://c.ymcdn.com/sites/www.aoaam.org/
resource/resmgr/Docs/Medical_Marijuana_
(AOAAM).pdf; American Psychiatric
Association, Position Statement on Marijuana
as Medicine 1 (2013) (concluding there is no
current scientific evidence that marijuana is
beneficial in any way for the treatment of any
psychiatric disorder), available at file:///C:/
Users/Owner/Downloads/position-2013-
marijuana-as-medicine%20(1).pdf; American
Society of Addiction Medicine, Public Policy
Statement on Marijuana, Cannabinoids and
Legalization 4 (2015) (concluding that evi-
dence is uncertain to support the safety and
efficacy of cannabis and cannabinoid products
to treat medical conditions), available at
http://asam.org/docs/default-source/public-
policy-statements/marijuana-cannabinoids-
and-legalization-9-21-20156d6e0f9472bc-
604ca5b7ff000030b21a.pdf?sfvrsn=0;
American Society for Pain Management
Nursing, Statement on the Use of Medical
Marijuana 1 (2015) (noting a dearth of qual-
ity research and lack of expert consensus to
support evidence-based recommendations
concerning the clinical use of marijuana),
available at http:/[aspmn.org/Documents/
Advocacy%20Positions%20Statements/
Statement%200n%20the%20use%200f%20
Medical%20Marijuana%206-17-2015%20
final.pdf; Australian Medical Association,
Cannabis Use and Health 12 (2014) (con-
cluding that smoking or ingesting a crude
plant product is a risky way to deliver canna-
binoids for medical purposes), available at
https://ama.com.au/position-statement/cannabis-
use-and-health-2014; Canadian Medical
Association, New “Marihuana for Medical
Purposes Regulations”: What do Doctors
Need to Know? 1 (2014) (concluding there is
insufficient scientific evidence to support the
use of marijuana for clinical purposes),
retrieved from https://cma.ca/En/Pages/medical-
marijuana.aspx; National Association of Alcohol
and Drug Abuse Counselors, NAADAC
Position Statement on the Medical and
Recreational Use of Marijuana 1 (2013) (tak-
ing a position against marijuana as medicine),
available at http://naadac.org/assets/1959/
naadac_position_statement_-_recreational _
marijuana_aar_spr2013.pdf; National
Association of Drug Court Professionals,
Position Statement on Marijuana 4 (2012)
(opposing medical marijuana in part because
most leading scientific organizations do not
support its use), available at http://ndcrc.org/
sites/default/files/nadcp_board_position_
statement_-_marijuana.pdf; National Association
of School Nurses, Marijuana and Children 1
(2014) (concluding there is insufficient scien-
tific evidence to approve smoked marijuana
for medical use), available at https://nasn.org/
PolicyAdvocacy/PositionPapersandReports/
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NASNPositionStatementsFull View/tabid/
462/Articleld/632/Marijuana-and-Children-
Adopted-January-2014; National Center on
Addiction and Substance Abuse, Position
Statement on Marijuana — Medicalization 2
(2016) (concluding there is not sufficient
high-quality evidence to determine whether
medical marijuana is safe and effective), avail-
able at http://centeronaddiction.org/
newsroom/position-statements; National
Council on Alcoholism and Drug Dependence,
Marijuana 5 (2010) (advocating for marijuana
to be subjected to the same scientific standards
as other dangerous prescription drugs), avail-
able at https://google.com/search?q=National+
Council+on+Alcoholism+and+Drug+
Dependence%2C+Position+Statement+in+
Opposition+to+Medical+Marijuana&rlz=
IC1FERN_enUS591US604&o0q=National +
Council+on+Alcoholism+and+Drug+
Dependence%2C+Position+Statement+in+
Opposition+to+Medical+Marijuana&aqs=
chrome.69i57.388j0j4&sourceid=chrome&
ie=UTF-8; Tuberous Sclerosis Alliance, TS
Alliance Position Statement on Medical
Marijuana 1 (2014) (concluding that the epi-
lepsy community does not know whether
marijuana or its components are safe and
effective for medical treatment), available at
http://tsalliance.org/pages.aspxlcontent="734;
but see American Nurses Association, Position
Statement in Support of Patients’ Access to
Therapeutic Marijuana 1 (2008) (concluding
that marijuana is shown to be effective for
treating a wide range of symptoms in a variety
of conditions), available at http://nursingworld.
org/MainMenuCategories/Policy-Advocacy/
Positions-and-Resolutions/ AN APosition
Statements/Position-Statements-Alphabetically/
In-Support-of-Patients-Safe-Access-to-
Therapeutic-Marijuana.pdf); U.S. Pain
Foundation, Position Statement — Medical
Marijuana 1 (2015) (concluding that medical
marijuana can be an effective medication to
treat many causes of chronic pain where many
traditional chronic pain medications do not),
available at http://uspainfoundation.org/wp-
content/uploads/2015/12/Medical-Marijuana-
Position-Statement-1.pdf.

For a discussion of the measured health bene-
fits of marijuana, see infra notes 35 to 37 and
accompanying text.

See infra notes 36 to 37 and accompanying
text.

Pub. L. No. 91-513, Title II, § 101, Oct. 27,
1970, 84 Stat. 1242, codified at 21 U.S.C.
§ 801 et seq.

21 U.S.C. § 812 (b)(1).
Id. ac § 812 (b)(2)-(5).

U.S. Food, Drug, and Cosmetic Act, codified
at 21 U.S.C. § 355 et seq.; 21 C.ER. § 312 et
seq. For a synopsis of the FDA approval pro-
cess, see U.S. Food and Drug Administration,
The FDA’s Drug Review Process: Ensuring
Drugs Are Safe and Effective (last updated
2014), at http://fda.gov/drugs/resourcesforyou/
consumers/ucm143534.htm.

See U.S. Food and Drug Administration,
Applications for FDA Approval to Market a
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New Drug, Adequate and Well-Controlled
Studies, 21 C.ER. § 314.126 (revised as of
April 1, 2016).

See generally U.S. Food and Drug Administra-
tion, Guidance for Industry: Warnings and
Precautions, Contraindications, and Boxed
Warning Sections of Labeling for Human
Prescription Drug and Biological Products—
Content and Format (2011) [hereafter
Warnings for Prescription Drugs], available at
http://fda.gov/downloads/Drugs/Guidance
ComplianceRegulatorylnformation/Guidances/

UCMO075096.pdf.

See generally U.S. Food and Drug Administra-
tion, How Does FDA Decide When a Drug is
Not Safe Enough to Stay on the Market?, at
http://fda.gov/aboutfda/transparency/basics/
ucm194984.htm (last updated May 12, 2016).
For example, the FDA withdrew the weight
loss medications Fenfluramine and Dexfenflu-
ramine from the market in response to studies
reporting an association between their use
and heart valve disease. See U.S. Food and Drug
Administration, Questions and Answers About
Withdrawal of Fenfluramine (Pondimin) and
Dexfenfluramine (Redux), at http://fda.gov/
Drugs/DrugSafety/PostmarketDrugSafety
InformationforPatientsandProviders/ucm
180078.htm (last updated July 7, 2005). At the
time, these medications had commonly been
prescribed in combination with another medica-
tion, Phentermine, and the combined compound
was popularly referred to as “Fen-Phen.”

U.S. Food and Drug Administration, FDA
and Marijuana: Questions and Answers
(2016), at http://fda.gov/NewsEvents/Public
HealthFocus/ucm421168.htm#notapproved.

See U.S. Food and Drug Administration,
Orange Book: Approved Drug Products with
Therapeutic Equivalence Evaluations (last
updated July 22, 2016), available at http://
accessdata.fda.gov/scripts/cder/ob/docs/
obdetail.cfm?Appl_No=018651&
TABLE1=0OB_Rx; http://accessdata.fda.gov/
scripts/cder/ob/docs/tempai.cfm.

See generally Nora D. Volkow, The Biology
and Potential Therapeutic Effects of
Cannabidiol (2015), available at https://druga-
buse.gov/about-nida/legislative-activities/
testimony-to-congress/2016/biology-potential-
therapeutic-effects-cannabidiol.

See generally Shauncy Ferro, Why It’s So Hard
for Scientists to Study Medical Marijuana,
PoruLAR ScI. (April 18, 2013), available at
http://popsci.com/science/article/2013-04/
why-its-so-hard-scientists-study-pot.

See generally National Institute on Drug
Abuse, NIDA’s Role in Providing Marijuana
for Research, at https://drugabuse.gov/drugs-
abuse/marijuana/nidas-role-in-providing-
marijuana-research (revised August 2016).

See American Academy of Family Physicians,
supra note 16, at 1 (requesting that the FDA
change marijuana’s classification to facilitate
clinical research); American Academy of
Neurology, supra note 16, at 1 (requesting
reclassification of marijuana from Schedule I
to improve access for approved scientific pro-
tocols); American Academy of Pediatrics,
supra note 16, at 2 (recommending changing
marijuana to Schedule II to facilitate
research); American College of Physicians,
supra note 16, at 1 (urging an evidence-based
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35

39

review of marijuana’s status as a Schedule I
controlled substance); American Epilepsy
Society, supra note 16, at 1 (urging that mari-
juana’s status as a DEA Schedule I controlled
substance be reviewed); American Medical
Association, supra note 16, at 1 (calling on
the FDA to create a special schedule for mari-
juana with the goal of facilitating clinical
research); American Nurses Association,
supra note 16, at 1 (calling for the FDA to
reschedule marijuana to reduce restrictions on
research); Tuberous Sclerosis Alliance, supra
note 16, at 1 (supporting a review of marijua-
na’s status as a DEA Schedule I controlled
substance).

See generally Denial of Petition to Initiate
Proceedings to Reschedule Marijuana, 81 FED.
REG. 53687 (Aug. 12, 2016) (to be codified at
21 C.ER. Chap. II Pt. 1301).

Id. at 53688.
Id. at 53689.

See Kevin P. Hill, Medical Marijuana for
Treatment of Chronic Pain and Other Medical
and Psychiatric Problems: A Clinical Review,
313 J. AM. MED. ASS'N. 2474, 2477 (2015)
(concluding there is high-quality evidence
from multiple randomized clinical trials that
marijuana is effective for treating chronic
pain, neuropathic pain, and spasticity associ-
ated with multiple sclerosis); Barbara S.
Koppel et al., Systematic Review: Efficacy and
Safety of Medical Marijuana in Selected
Neurologic Disorders, 82 NEUROLOGY 1556,
1556 (2014) (concluding marijuana is proba-
bly effective for treating spasticity and central
pain); Ziva D. Cooper & Margaret Haney,
Sex-Dependent Effects of Cannabis-Induced
Analgesia, 167 DrRUG & ALCOHOL
DEPENDENCE 112, 117 (2016) (finding the
analgesic effects of marijuana are greater for
males than for females).

See Penny E Whiting et al., Cannabinoids for
Medical Use: A Systematic Review and Meta-
Analysis, 313 J. AM. MED. ASS'N. 2456, 2467
(2015) (finding moderate-quality evidence
that pharmaceutical cannabinoids treat
chronic pain and spasticity effectively).

See Christopher Munsey, Medicine or Menace?
Psychologists’ Research Can Inform Debate Over
Legalizing Marijuana, 41 MONITOR ON
PsycHoL. 50, 53 (2010) (concluding that
dronabinol at adequate doses achieves the
same effects as marijuana on appetite and
weight gain); National Institute on Drug
Abuse, DrugFacts: Is Marijuana Medicine? 3
(2015) (concluding that dronabinol and nabi-
lone are effective for treating nausea caused
by chemotherapy and appetite loss in patients
with wasting illness caused by AIDS), avail-
able at https://drugabuse.gov/publications/
drugfacts/marijuana-medicine; but see Penny
E Whiting et al., supra, at 2467 (concluding
evidence is low quality for effects of pharma-
ceutical cannabinoids on nausea, vomiting
and weight gain).

See, e.g., Kevin P. Hill, supra note 35, at 2477
(recommending that treatment be initiated
with dronabinol or nabilone and escalated to
include marijuana only if these are not
successful).

See Barbara S. Koppel et al., supra note 35, at
1556 (concluding that marijuana is probably
ineffective for treating bladder complaints
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and its effects are unknown for epilepsy and
movement disorders); D. Gloss & B. Vickrey,
Cannabinoids for Epilepsy, 3 COCHRANE
DATABASE SYSTEMATIC REV. (2014) (conclud-
ing no reliable conclusions can be drawn
concerning the efficacy of cannabinoids for
treating epilepsy), available at http://ncbi.nlm.
nih.gov/pubmed/24595491; American
Epilepsy Society, supra note 16, at 1 (conclud-
ing robust scientific evidence is lacking to
support marijuana for treating epilepsy);
Kevin P. Hill, supra note 35, at 2477 (con-
cluding only preliminary studies suggest
marijuana might be effective for glaucoma).

See Kevin P. Hill, supra note 35, at 2477 (con-
cluding that the evidence supporting marijuana
and cannabinoids for conditions other than
chronic pain, neuropathic pain, and spasticity
is “either equivocal or weak”); Michael
Shermer, The Quack of the Gaps Problem:
Facilitated Communication, Autism and Patients’
Rights, Scientific American 75 (August, 2016)
(noting the long list of failed treatments for
autism includes marijuana); Deidre A. Conroy
et al., Marijuana Use Patterns and Sleep Among
Community-Based Young Adults, 35 ].
ADDICTIVE DISEASES 135 (2016) (finding that
symptoms of insomnia and sleep disturbances
were worse for participants using marijuana on
a daily basis), available at doi:10.1080/10550887.
2015.1132986.

See Kevin P. Hill, supra note 35, at 2478 (con-
cluding that marijuana is contraindicated for
patients with substance use, anxiety, mood,
and psychotic disorders); Efrat Aharonovich
et al., Postdischarge Cannabis Use and its
Relationship to Cocaine, Alcohol, and Heroin
Use: A Prospective Study, 162 Am. ].
PsYCHIATRY 1507, 1511 (2005) (finding higher
relapse rates for patients in substance use dis-
order treatment when they used marijuana);
Mohammadali Mojarrad et al., Marijuana Use
and Achievement of Abstinence from Alcohol and
Other Drugs Among People with Substance
Dependence: A Prospective Cohort Study, 142
DRUG & ALCOHOL DEPENDENCE 91, 94 (2014)
(same); M. Alvarez-Jimenez et al., Risk Factors
for Relapse Following Treatment for First Episode
Psychosis: A Systematic Review and Meta-
Analysis of Longitudinal Studies, 139
SCHIZOPHRENIA REs. 116 (2012) (finding
higher relapse rates for patients with psy-
chotic disorders when they used marijuana);
Rashmi Patel et al., Association of Cannabis
Use with Hospital Admission and Antipsychotic
Treatment Failure in First Episode Psychosis: An
Observational Study, 6 BRIT. MED. ]. 009888
(same), available at doi:10.1136/bmjo-
pen-2015-009888; Marcel O. Bonn-Miller et
al., Prospective Investigation of the Impact of
Cannabis Use Disorders on Posttraumatic Stress
Disorder Symptoms Among Veterans in Residential
Treatment, 5 PSYCHOLOGICAL TRAUMA: THEORY,
REs. & PRACT. 193, 196 (2013) (finding poorer
outcomes in PTSD treatment for military vet-
erans with cannabis use disorders).

See Timothy Caulfield & Colin Feasby, supra
note 14, at 186-7 (reviewing studies finding
that approximately 20% to 50% of citizens in
the United States, Canada, France, Denmark
and Australia make use of alternative medical
treatments); Aimee Doyle, Alternative
Medicine and Medical Malpractice, 22 J. LEGAL
MED. 533, 534 (2001) (noting that nearly
60% of mainstream physicians refer patients
for alternative therapies) (citing J. Borkan et

continued on page 14
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45
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51

al., Referrals for Alternative Therapies, 39 J.
FaM. PrRAC. 545 (1994)); Stephen Bent,
Herbal Medicine in the United States: Review of
Efficacy, Safety, and Regulation, 23 J. GEN.
INTERNAL MED. 854, 854 (2008) (noting that
20% of the U.S. population has used herbal
products); Edzard Ernst, Prescribing Herbal
Medications Appropriately, 53 ]J. FAM. PRAC.
985, 985 (2004) (noting the percentage of
patients using herbal medications increased
nearly 400% from 1990 to 1997).

Pub. L. No. 103-417, Oct. 25, 1994, 108 Stat.
4325, codified at 21 U.S.C. § 301 et seq.

21 U.S.C. § 342. Importantly, draft guidance
from the FDA suggests that botanical prod-
ucts which are intended to treat disease may
be regulated as a drug rather than a dietary
supplement. See U.S. Food and Drug Admin-
istration, Guidance for Industry on Comple-
mentary and Alternative Medicine Products
and Their Regulation by the Food and Drug
Administration: Draft Guidance for Com-
ment 3-4 (2006), available at http://fda.gov/
OHRMS/DOCKETS/98FR/06D-0480-GLD
0001.PDF (last updated December 1, 2006). If
this provision is ultimately adopted, medical
marijuana products could potentially be sub-
jected to the FDA approval process.

See supra notes 22 to 25 and accompanying
text.

See generally David C. Radley et al., Off-label
Prescribing Among Office-Based Physicians, 166
ARCHIVES GEN. PSYCHIATRY 1021 (2006)
(finding that 21% of prescriptions were for
off-label use).

See Randall S. Stafford, Regulating Off-Label
Drug Use — Rethinking the Role of the FDA, 358
NEW ENG. J. MED. 1427, 1427 (2008) (noting
that off-label use of medications is legal and
common).

Id. (noting that off-label use of medications is
often unsupported by strong evidence).

See generally Dieter Giesen, Civil Liability of
Physicians for New Methods of Treatment and
Experimentation: A Comparative Examination, 3
MED. L. REv. 22 (1995) (differentiating inno-
vative therapy from traditional and experi-
mental therapies); MICHAEL H. COHEN,
COMPLEMENTARY AND ALTERNATIVE MEDI-
CINE: LEGAL BOUNDARIES AND REGULATORY
PERSPECTIVES (1998) (defining alternative and
complementary therapies); J. Brad Kallmayer,
A Chimera in Every Sense: Standard of Care for
Physicians Practicing Complementary and Alter-
native Medicine, 2 IND. HEALTH L. REv. 225
(2005).

See generally Abigail Alliance for Better Access to
Developmental Drugs v. von Eschenbach, 495
E3d 695 (D.C. Cir. 2007) (finding no consti-
tutional right for terminally ill patients to
receive experimental drugs undergoing lengthy
FDA approval).

See Schneider v. Revici, 817 E2d 987, 995 (2d.
Cir. 1987) (finding no reason patients should
not be allowed to forego currently approved
medical treatments in search of unconven-
tional remedies).
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52

53

54

See Aimee Doyle, supra note 42, at 548 (rec-
ommending that physicians providing
alternative treatments obtain comprehensive
informed consent akin to what is required for
experimental treatments) (citing Kathleen M.
Boozang, Western Medicine Opens the Door to
Alternative Medicine, 24 AM. J. L. & MEeD. 185,
187 (1998)); Timothy Caulfield & Colin
Feasby, supra note 14, at 195 (same); Schneider
v. Revici, supra, at 996 (finding that a patient
may make an informed decision to seek
unconventional treatment pursuant to a care-
fully documented consent form). For further
discussion of recommended informed consent
procedures for medical marijuana, see infra
notes 117 to 132 and accompanying text.

See WORLD HEALTH ORG., THE HEALTH AND
SOCIAL EFFECTS OF NONMEDICAL CANNABIS
USE 40 (2016) (concluding that the risk of
dependence for marijuana is approximately
1 in 10 among those who ever used the drug,
1 in 6 among adolescent users, and 1 in 3
among daily users), available at http://who.int/
substance_abuse/publications/cannabis_report/
en/; Nora D. Volkow et al., Adverse Health
Effects of Marijuana Use, 370 NEw ENG. ].
MED. 2219, 2219-20 (2014) (concluding that
marijuana is addictive for approximately 9%
of those who experiment with the drug, approx-
imately 1 out of 6 people who start using it as
a teenager, and 25% to 50% of daily users);
Kevin P. Hill, supra note 35, at 2478 (con-
cluding marijuana is addictive for 9% of adult
users and 17% of adolescent users); Peggy van
der Pol et al., Predicting the Transition From
Frequent Cannabis Use to Cannabis Dependence:
A Three-Year Prospective Study, 133 DRUG &
ALCOHOL DEPENDENCE 352, 354 (2013) (find-
ing 37% dependence liability for frequent
marijuana users); James C. Anthony et al.,
Comparative Epidemiology of Dependence on
Tobacco, Alcohol, Controlled Substances, and
Inhalants: Basic Findings From the National
Comorbidity Study, 2 EXPERIMENTAL &
CLINICAL PSYCHOPHARMACOLOGY 244, 251.
thl.2 (1994) (finding 9% dependence liability
for marijuana users in a national U.S. study);
E A. Wagner & James C. Anthony, From First
Drug Use to Drug Dependence: Developmental
Periods of Risk for Dependence Upon Marijuana,
Cocaine, and Alcohol, 26 NEUROPSYCHO-
PHARMACOLOGY 479 (2002) (finding 8%
dependence liability for marijuana users in a
national study); Alan J. Budney & B. A.
Moore, Development and Consequences of
Cannabis Dependence, 42 ]J. CLINICAL
PHARMACOLOGY 1S, 29S (2002) (concluding
the dependence liability for marijuana is 9%
overall, 20% to 30% for those have used mari-
juana at least 5 times, and 35% to 40% for
those who use marijuana daily).

See Nora D. Volkow et al., supra note 53, at
2219 (noting there is a consensus among sci-
entists that marijuana produces a bona fide
withdrawal syndrome characterized by irrita-
bility, sleeping difficulties, depression, drug
cravings, and anxiety); Alan ]. Budney et al.,
Marijuana Abstinence Effects in Marijuana
Smokers Maintained in their Home Environment,
58 ARCHIVES GEN. PSYCHIATRY 917 (2001);
U. W. Preuss et al., Cannabis Withdrawal
Sewverity and Short-term Course Among
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56

57

58

59

60

61

62

63

Cannabis-Dependent Adolescent and Young
Adult Inpatients, 106 DRUG & ALCOHOL
DEPENDENCE 133 (2010); Philip H. Smith et
al., Marijuana Withdrawal and Aggression
Among a Representative Sample of U.S.
Marijuana Users, 132 DRUG & ALCOHOL
DEPENDENCE 63 (2013).

See AM. PSYCHIATRIC ASS'N., DIAGNOSTIC &
STATISTICAL MANUAL OF MENTAL DISORDERS
175-6 (3d ed. 1980); AM. PSYCHIATRIC ASS'N.,
DIAGNOSTIC & STATISTICAL MANUAL OF
MENTAL DISORDERS 176-7 (3d ed. rev. 1987);
AM. PSYCHIATRIC ASS'N., DIAGNOSTIC &
STATISTICAL MANUAL OF MENTAL DISORDERS
216 (4th ed. 1994); AM. PSYCHIATRIC ASS'N.,
DIAGNOSTIC & STATISTICAL MANUAL OF
MENTAL DISORDERS 236 (4TH ed. text rev.
2000).

See AM. PSYCHIATRIC ASS'N., DIAGNOSTIC &
STATISTICAL MANUAL OF MENTAL DISORDERS
517-9 (5th ed. 2013); see also Jordon P. Davis
et al., Cannabis Withdrawal, Posttreatment
Abstinence, and Days to First Cannabis Use
Among Emerging Adults in Substance Use
Treatment: A Prospective Study, 46 J. DRUG
ISSUES 64, 76 (2016) (finding that cannabis
withdrawal increases the risk of treatment
failure and relapse to cannabis use).

See Nora D. Volkow et al., Effects of Cannabis
Use on Human Behavior, Including Cognition,
Motivation, and Psychosis: A Review, 73 J. AM.
MED. ASS'N. 292, 293 (2016) (concluding from
preclinical and clinical studies that cannabis
use is associated with an amotivational state).

Id. at 294.

See U.S. Food and Drug Administration,
Warnings for Prescription Drugs, supra note 24,
at 3 (requiring a package insert or box warning
if an adverse reaction associated with a drug
could result in a “substantial disruption of the
ability to conduct normal life functions”).

See generally Nora D. Volkow et al., supra note
57, at 292; E. A. Osuch et al., Depression,
Marijuana Use and Early-Onset Marijuana Use
Conferred Unique Effects on Neural Connectivity
and Cognition, 134 ACTA PSYCHIATRICA
ScAaNDINAVICA 399 (2016) (finding that frequent
marijuana use was associated with changes in
neuronal connectivity in brain regions responsi-
ble for motor planning, motor control, ventral
emotion, and reward processing).

See generally Jon E. Grant et al., Neuro-
psychological Deficits Associated with Cannabis
Use in Young Adults, 121 DRUG & ALCOHOL
DEPENDENCE 159 (2012); Michael T. Kucewicz
et al., Dysfunctional Prefrontal Cortical Network
Activity and Interactions Following Cannabinoid
Receptor Activation, 31 ]J. NEUROSCIENCE
15560 (2011).

See generally A.M. Schreiner et al., Residual
Effects of Cannabis Use on Neurocognitive
Performance After Prolonged Abstinence: A
Meta-Analysis, 20 EXPERIMENTAL & CLINICAL
PSYCHOPHARMACOLOGY 420 (2012).

See generally Madeline H. Meier et al., Persistent
Cannabis Users Show Neuropsychological Decline
from Childhood to Midlife, PROC. NAT’L ACAD.
Sci. (2012), available at www.pnas.org/cgi/

Volume 29, Number 2, December 2016



64

65

66

67

68

69

70

Volume 29, Number 2, December 2016

doi/10.1073/pnas.1206820109; E. A. Osuch et
al., supra note 60, at 402 (finding that early
onset marijuana use was associated with sig-
nificantly lower total and verbal IQ scores).

See Madeline H. Meier et al., supra, at E2659,
E2661; Michael Takagi et al., Verbal Memory,
Learning, and Executive Functioning Among
Adolescent Inhalant and Cannabis Users, 72 ].
Stup. ALcoHoL & Drucs 96, 102 (2011); K.
I. Bolla et al., Dose-related Neurocognitive
Effects of Marijuana Use, 50 NEUROLOGY 1337
(2002).

See Madeline H. Meier et al., supra, at E2661.

See generally Amelia M. Arria at el., Marijuana
Use Trajectories During College Predict Health
Outcomes Nine Years Post-Matriculation, 159
DRUG & ALCOHOL DEPENDENCE 158 (2016).

See generally Motoaki Hara et al., Concurrent
Life-Course Trajectories of Employment and
Marijuana-use: Exploring Interdependence of
Longitudinal Outcomes, 45 J. SUBSTANCE
ABUSE TREATMENT 426 (2013), available at
http://journalofsubstanceabusetreatment.com/

article/S0740-5472(13)00115-3/abstract.

See generally Jane A. Fischer et al., Cannabis
Use and Quality of Life of Adolescents and
Young Adults: Findings from an Australian Birth
Cohort, 47 J. PsYCHOACTIVE DruGs 107
(2015).

See generally Anna-Karin Danielsson et al.,
Cannabis Use in Adolescence and Risk of Future
Disability Pension: A 39-Year Longitudinal
Cohort Study, 143 DrRUG & ALCOHOL
DEPENDENCE 239 (2014).

See generally Christian Thurstone et al.,
Medical Marijuana Diversion and Associated
Problems in Adolescent Substance Treatment,
118 DrRUG & ALCOHOL DEPENDENCE 489
(2011) (finding that 49% of adolescents in
substance use disorder treatment reported
obtaining marijuana from someone with a
medical marijuana card), available at http://
ncbi.nlm.nih.gov/pubmed/21565453; Joseph
J. Palamar et al., Correlates of Intentions to Use
Cannabis Among US High School Seniors in the
Case of Cannabis Legalization, 118 INT'L J.
DRrUG PoL’y 489 (2014) (finding in a national
U.S. survey that 10% of non-marijuana-using
adolescents intended to use marijuana if it
were legalized), available from http://dx.doi.
org/10.1016/j.drugpo.2014.01.017; Jane C.
Maxwell & Bruce Mendelson, supra note 2, at
10 (finding that adolescent perceptions about
the dangers of marijuana decreased signifi-
cantly in states that legalized marijuana for
medicinal or recreational use); see also
Magdalena Cerda et al., Medical Marijuana
Laws in 50 States: Investigating the Relationship
Between State Legalization of Medical Marijuana
and Marijuana Use, Abuse and Dependence, 120
DrUG & ALCOHOL DEPENDENCE 22 (2010)
(finding significantly higher rates of marijuana
use, abuse and dependence in states with
medical marijuana laws), available at htep://dru-
gandalcoholdependence.com/article/
S0376-8716(11)00274-2/abstract; Joseph
Schuermeyer et al., Temporal Trends in
Marijuana Attitudes, Awailability and Use in
Colorado Compared to Non-Medical Marijuana
States: 2003-11, 140 DRUG & ALCOHOL
DEPENDENCE 145 (2014) (finding that legal-
ization of marijuana in Colorado was
associated with a lower perception of risks
from marijuana and potentially higher rates of

71
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marijuana abuse and dependence), available at

http://ncbi.nlm.nih.gov/pubmed/24837585.
See Namkee G. Choi et al., Older-Adult

Marijuana Users and Ex-Users: Comparisons of
Sociodemographic Characteristics and Mental and
Substance Use Disorders, 165 DRUG &
ALCOHOL DEPENDENCE 94, 100-101 (2016)
(finding that older adult marijuana users had
high rates of mental health disorders warrant-
ing clinical attention).

See generally Jodi M. Gilman et al., Cannabis
Use is Quantitatively Associated with Nucleus
Accumbens and Amygdala Abnormalities in
Young Adult Recreational Users, 34 J.
NEUROSCIENCE 5529 (2014).

See generally Young-Hoon Sung et al.,
Decreased Frontal N-Acetylaspartate Levels in
Adolescents Concurrently Using Both Metham-
phetamine and Marijuana, 246 BEHAV. BRAIN
REs. 154 (2013), available at http://dx.doi.
org/10.1016/j.bbr.2013.02.028; Michael T.

Kucewicz et al., supra note 61.

See generally Michael A. P. Bloomfield et al.,
The Link Between Dopamine Function and Apathy
in Cannabis Users: An [18F]-DOPA PET
Imaging Study, 231 PSYCHOPHARMACOLOGY
2251 (2014), available at doi:10.1007/
s00213-014-3523-4.

See generally Mark Asbridge et al., Acute
Cannabis Consumption and Motor Vehicle
Collision Risk: Systematic Review of Observational
Studies and Meta-analysis, 344 BRIT. MED. J.
€536 (2012), available at doi:10.1136/bmj.e536;
Mu-Chen Li et al., Marijuana Use and Motor
Vehicle Crashes, 34 EPIDEMIOLOGICAL REV. 65
(2011), available at doi:10.1093/epirev/mxr017;
Rebecca L. Hartman & Marilyn A. Huestis,
Cannabis Effects on Driving Skills, 59 CLINICAL
CHEMISTRY (2012), available at http://hwmaint.
clinchem.org/cgi/doi/10.1373/clinchem.2012.
194381.

See Rebecca L. Hartman & Marilyn A. Huestis,
supra, at 1.

See UNITED NATIONS OFF. DRUGS & CRIME,
CANNABIS: A SHORT REVIEW 4 (n.d.) (con-
cluding that marijuana negatively affects
reaction time, attention, motor performance,
coordination, and information processing for
up to 28 days after abstinence), available at
https://unodc.org/documents/drug-prevention-
and-treatment/cannabis_review.pdf; Wendy
M. Bosker et al., Psychomotor Function in
Chronic Daily Cannabis Smokers During
Sustained Abstinence, 8 PLOS ONE e53127
(2013) (finding that impairments in critical
tracking and divided attention skills were
observable after 3 weeks of abstinence), avail-
able at doi:10.1371/journal.pone.0053127.

See ROCKY MOUNTAIN HIGH INTENSITY DRUG
TRAFFICKING AREA, THE LEGALIZATION OF
MARIJUANA IN COLORADO: THE IMPACT 2
(2015), available at http://rmhidta.org/
html/2015%20final%20legalization%200f%20
marijuana%20in%20colorado%20the%20
impact.pdf; Stacy Salomonsen-Sautel et al.,
Trends in Fatal Motor Vehicle Crashes Before
and After Marijuana Commenrcialization in
Colorado, 140 DRUG & ALCOHOL DEPENDENCE
137 (2013), available at http://dx.doi.
org/10.1016/j.drugalcdep.2014.04.008.

See generally Rajiv Radhakrishnan et al., Gone
to Pot — A Review of the Association Between
Cannabis and Psychosis, 5 FRONT PSYCHIATRY
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ONLINE (2016) (concluding that marijuana
can be a component cause of psychotic disor-
ders but is neither necessary nor sufficient for
the condition), at http://ncbi.nlm.nih.gov/
pubmed/24904437; David ]. Castle, Cannabis
and Psychosis: What Causes What?, 5 MED.
REP. ONLINE (2013) (same), at http://ncbi.
nlm.nih.gov/pubmed/23361396; Matthew
Large et al., Cannabis Use and Earlier Onset of
Psychosis, A Systematic Meta-analysis, 68
ARCHIVES GEN. PSYCHIATRY 555 (2011) (find-
ing the average age of onset of psychosis is 2.7
years sooner for marijuana users than nonus-
ers), available at doi:10.1001/archgenpsychiatry.
2011.5; Nora D. Volkow et al., supra note 57,
at 294 (concluding from longitudinal studies
that marijuana use precedes psychosis after
controlling statistically for alcohol and other
drug consumption).

See generally Marta Di Forti et al., Confirma-
tion that the AKT1 (rs2494732) Genotype
Influences the Risk of Psychosis in Cannabis
Users, 72 BIOLOGICAL PSYCHIATRY 811
(2012); see also Rajiv Radhakrishnan et al.,
supra, at 23 (concluding that genetic factors
confer a vulnerability to psychosis from mari-
juana exposure).

See generally Tabea Schoeler et al., Association
Between Continued Cannabis Use and Risk of
Relapse in First-Episode Psychosis, 73 ]J. AM.
MED. Ass'N. PSYCHIATRY 191 (2016) (finding
a dose-dependent relationship between con-
tinued marijuana use and psychiatric rehospi-
talizations for patients following an initial
psychotic episode); Nora D. Volkow, supra note
57, at 294; M. Alvarez-Jimenez et al., supra
note 41; Rashmi Patel et al., supra note 41.

See generally EDWARD V. NUNES ET AL.,
SUBSTANCE DEPENDENCE AND CO-OCCURRING
PSYCHIATRIC DISORDERS: BEST PRACTICES FOR
DIAGNOSIS AND CLINICAL TREATMENT (Civic
Research Inst., 2010); Stephen Ross, The
Mentally Ill Substance Abuser, in TEXTBOOK OF
SUBSTANCE ABUSE TREATMENT 537 (4th ed.,
Marc Galanter & Herbert D, Kleber eds.,
2008); Daniel Rasic et al., Longitudinal
Associations of Cannabis and Illicit Drug Use
With Depression, Suicidal Ideation and Suicidal
Attempts Among Nowva Scotia High School
Students, 129 DRUG & ALCOHOL DEPENDENCE
49 (2013).

See generally Melanie Gibbs et al., Cannabis Use
and Mania Symptoms: A Systematic Review and
Meta-Analysis, 171 J. AFFECTIVE DISORDERS 39
(2015); David W. Brook et al., Drug Use and
the Risk of Major Depressive Disorder, Alcohol
Dependence, and Substance Use Disorders, 50
ARCH. GEN. PSYCHIATRY 1039 (2002);
Matthew Large et al., supra note 79; Russell C.
Callaghan et al., Methamphetamine Use and
Schizophrenia: A Population-Based Cohort Study
in California, 169 AM. ]J. PSYCHIATRY 389
(2012); but see Marcel O. Bonn-Miller et al.,
Cannabis Use Among Military Veterans After
Residential Treatment for Posttraumatic Stress
Disorder, 25 PSYCHOLOGY ADDICTIVE BEHAV.
485, 489 (2011) (finding that PTSD symp-
toms typically occurred prior to marijuana use
among military veterans).

See generally Carlos Blanco et al., Cannabis Use
and Risk of Psychiatric Disorders: Prospective
Evidence from a US National Longitudinal Study,
72 J. AM. MED. Ass'N. 388 (2016), available at
doi:10.1001/jamapsychiatry.2015.3229.
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See Carlos Blanco et al., supra note 84, at E5;
David W. Brook et al., supra note 83.

See generally Anna-Karin Danielsson et al.,
Cannabis Use and Psychological Distress: An
8-Year Prospective Population-Based Study
Among Swedish Men and Women, 59
ADDICTIVE BEHAV. 18 (2016) (finding signifi-
cantly higher rates of psychological distress
after 8 years among female marijuana users
than nonusers, but no differences for males).

See generally Nadav Shalit et al., The Associa-
tion Between Cannabis Use and Suicidality
Among Men and Women: A Population-Based
Longitudinal Study, 205 J. AFFECTIVE DISOR-
DERS 216 (2016) (finding significantly higher
rates of suicidality among male marijuana
users after 3 years compared to nonusers, but
no differences for females), available at http://
dx.doi.org/10.1016/j.jad.2016.07.010.

See generally Efrat Aharonovich et al., supra
note 41, at 1511; Mohammadali Mojarrad et
al., supra note 41, at 94.

See generally Jeanette M. Tetrault et al., Effects
of Marijuana Smoking on Pulmonary Function
and Respiratory Complications: A Systematic
Review, 167 ARCHIVES INTERNAL MED. 221
(2007) (concluding that long-term marijuana
smoking is associated with increased respira-
tory symptoms suggestive of obstructive lung
disease); National Institute on Drug Abuse,
DrugFacts: Marijuana 3, at https://drugabuse.
gov/publications/drugfacts/marijuana (revised

March 2016).

See National Institute on Drug Abuse, supra, at
3; see also Barbara S. Koppel et al., supra note
39, at 1561 (finding 1% risk of serious adverse
health events from medical marijuana).

See BRIT. LUNG FOUND., THE IMPACT OF
CANNABRIS ON YOUR LUNGS 6 (2012), available
at http://drugsandalcohol.ie/17670/1/The_
impact_of_cannabis_on_your_lungs_-_BLF_
report_2012.pdf.

See National Institute on Drug Abuse, supra
note 89, at 3.

See American College of Obstetricians and
Gynecologists, supra note 16, at 2-3 (concluding
that marijuana may impair the neurodevelop-
ment of a fetus).

See generally Tina D. Gundersen et al., Associ-
ation Between Use of Marijuana and Male
Reproductive Hormones and Semen Quality: A
Study of 1,215 Healthy Young Men, AM. J. EpI-
DEMIOLOGY (2016), at doi:10.1093/aje/kwv135.

See MARK A. HALL ET AL., MEDICAL LIABILITY
AND TREATMENT RELATIONSHIPS 169-170 (3rd
ed., Wolters Kluwer, 2013) (noting that courts
find enhanced protections for medical patients
based on the implied or expressed belief that
the treatment relationship is a fiduciary one in
which physicians owe heightened duties to
protect the vulnerable patient’s interests).

Id. at 114-115.

Id. (citing, in part, Crisp Regional Hospital v
Oliver, 621 S.E.2d 554, 560-561 (Ga. App.
2005); White v. Harris, 36 A.2d 203 (Vt. 2011)).

See, e.g., McCourt v. Abernathy, 457 S.E.2d
603, 606-607 (S.C. 1995) (upholding jury
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instruction applying custom-based standard of
care in a medical malpractice case).

See, e.g., Locke v. Pachtman, 446 Mich. 216,
222 (1994) (noting the long-recognized impor-
tance of expert testimony in establishing the
custom-based standard of care in medical mal-
practice cases).

See Philip G. Peters, The Role of the Jury in
Modern Malpractice Law, 87 Iowa L. REv. 909,
913 (2002) (noting that a custom-based stan-
dard defers conclusively to medical opinion and
removes other evidence concerning reasonable
medical practice from jury consideration), avail-
able at http://scholarship.law.missouri.edu/cgi/
viewcontent.cgilarticle=1311&context=fac
pubs.

Id. at 913-916 (reviewing movement away
from custom-based standard to a reasonable
physician standard).

See Timothy Caulfield & Colin Feasby, supra
note 14, at 198-200 (discussing the emergence
of evidence-based medicine and its implica-
tions in malpractice actions for reasonable
medical practices).

See supra note 16 and accompanying text.

See, e.g., Stang-Starr v. Byington, 532 N.W.2d
26, 30 (Neb. 1995) (finding that learned trea-
tises and similar publications may be admissible
to impeach, contradict or discredit a witness
but not as evidence to support an opinion or
theory).

See MARK A. HALL ET AL., supra note 95, at
377-378 (citing in part Federal Rules of
Evidence 701, 702, 703 & 803).

See U.S. Pain Foundation, supra note 16, at 1
(concluding that people living with chronic ill-
ness and pain should have access to timely and
appropriate treatments, which includes medical
marijuana); American Nurses Association,
supra note 16, at 1 (concluding that mari-
juana has been shown to be effective in
treating a wide range of symptoms in a variety
of conditions).

See supra notes 35 to 37 and accompanying
text.

See, e.g., Jones v. Chidester, 531 Pa. 31, 40,
610 A.2d 964 (1992) (finding that two
schools of thought is an absolute defense to
medical malpractice).

See, e.g., Brennen McKenzie, Complementary
and Alternative Medicine (CAM) and the
Law Part 3: Malpractice 3, at https://science
basedmedicine.org/cam-and-the-law-part-
3-malpractice/ (last updated October, 2016).

See, e.g., Jones v. Chidester, supra, 531 Pa. 31,
40.

See, e. & Chumbler v. McClure, 505 E2d 489,
492 (6™ Cir. 1974) (finding that a reasonable
division of medical opinion is sufficient to
direct a verdict for the defendant).

See, e.g., California Dept. of Public Health,
supra note 9; Massachusetts Department of
Public Health, supra note 9.

See American Society of Addiction Medicine,
The Role of the Physician in “Medical”
Marijuana 38-39 (2010), available at http://
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asam.org/docs/publicy-policy-statements/1role_
of_phys_in_med_mj_9-10.pdf’sfvrsn=0; Kevin
P. Hill, supra note 35, at 2478-2480.

114 See Timothy Caulfield & Colin Feasby, supra
note 14, at 200 (concluding that professional
practice guidelines are likely to be viewed as
powerful, although not conclusive, evidence
of the legal standard of care).
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See MARK A. HALL ET AL., supra note 95, at
434-435 (reviewing assumption of the risk
doctrine in medical malpractice cases).
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Id. at 435 (noting that a patient’s waiver of
liability for a physician’s negligent perfor-
mance of substandard care is unenforceable as
contrary to public policy).

See generally Canterbury v. Spence, 464 FE2d 772
(D.C. Cir.), cert. den’d, 409 U.S. 1064 (1972).

See generally id.
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119 See MARK A. HALL ET AL., supra note 95, at
214 (noting that about half of states follow a
professional custom test for disclosure in
informed consent cases); Culbertson v. Mernitz,
602 N.E.2d 98 (Ind. 1992) (adopting a profes-
sional custom standard for disclosure).

See John A. Astin, Why Patients Use Alterna-
tive Medicine: Results of a National Study, 279
J. AM. MED. AsS'N. 1548, 1552 (1998) (con-
cluding from a national survey of over 1,000
respondents that “the most influential or
salient factor in people’s decision [sic] to use
alternative health care may be its perceived
efficacy”); Joshua M. Baumi et al., Do Atti-
tudes and Beliefs Regarding Complementary and
Alternative Medicine Impact its Use Among
Patients with Cancer? A Cross-Sectional Survey,
121 CANCER 2431, 2436 tbl.3 (2015) (finding
in a study of nearly 1,000 patients that
expected health benefits significantly pre-
dicted the likelihood of using complementary
treatments for cancer).

See Timothy Caulfield & Colin Feasby, supra
note 14, at 193-4 (reviewing dangerous side
effects of herbal remedies that many consum-
ers are unaware of); Kah Hoong Chang et al.,
Complementary and Alternative Medicine Use in
Oncology: A Questionnaire Survey of Patients
and Health Care Professionals, 11 BIOMED
CENTRAL CANCER 196, 196-7 (2011), available
at http://bmccancer.biomedcentral.com/
articles/10.1186/1471-2407-11-196.

122 See, e.g., Timothy Caulfield & Colin Feasby,
supra note 14, at 195 (concluding that the
proven safety, efficacy or lack of efficacy of a
treatment clearly has the potential to influ-
ence treatment decisions, and as such is
something a reasonable person in the patient’s
position would want to know).

123 See, e.g., Rizzo v. Schiller, 445 S.E.2d 153 (Va.
1994) (finding that a general consent form is
insufficient to satisfy the duty of disclosure);
Schneider v. Revici, supra note 51, at 996 (find-
ing that a patient may make an informed
decision to seek unconventional treatment pur-
suant to a carefully documented consent form).
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See MARK A. HALL ET AL., supra, note 95, at
217 (noting that most jurisdictions apply an
objective causation standard in informed con-
sent cases).

Volume 29, Number 2, December 2016



~

©°

125 See, e.g., Scott v. Bradford, 606 P.2d 554, 559

(Okla. 1979) (holding that the jury must
decide whether the plaintiff would have refused
the procedure).

See, e.g., Timothy Caulfield & Colin Feasby,
supra note 14, at 200 (concluding there is a
reasonable expectation on the part of profes-
sionals, patients, the public and policy makers
that treatment decisions will be informed as
much as possible by scientific data).

See MARK A. HALL ET AL., supra note 95, at
221 (noting that disclosure by a physician is
not required if persons of average sophistica-
tion are aware of the information or the risk is
already known to the patient).

See supra notes 76 to 77 and accompanying
text.

See National Safety Council Committee on
Alcohol and Drugs, Position on the Use of
Cannabis (Marijuana) and Driving, 37 J.
ANALYTICAL TOXICOLOGY 47, 49 (2013) (con-
cluding it is unsafe to drive for at least several
hours after last use of marijuana); R. Andrew
Sewell et al., The Effect of Cannabis Compared
with Alcohol on Driving, 18 AM. J. ADDICTION
185 (2009) (concluding patients should be
advised to have a designated driver or wait at
least 3 hours after last use of marijuana before
driving), available at http://ncbi.nlm.nih.gov/
pmc/articles/ PMC2722956.

130 See Kevin P. Hill, supra note 35, at 2478 (not-

ing that marijuana can worsen the treatment
course for anxiety, depression and psychotic
illness); Efrat Aharonovich et al., supra note
41, at 1511 (finding that marijuana worsens
the treatment course for substance use disor-
ders); Mohammadali Mojarrad et al., supra
note 41, at 94 (same); M. Alvarez-Jimenez et
al., supra note 41 (finding higher relapse rates
for patients with psychotic disorders who use
marijuana); Rashmi Patel et al., supra note 41
(same); Marcel O. Bonn-Miller et al., supra
note 41, at 196 (finding poorer outcomes in
PTSD treatment for military veterans who use
marijuana); National Institute on Drug Abuse,
Marijuana 6 (Research Report Series, last
revised July 2012) (noting that a significant
body of research demonstrates negative effects
of THC on the functioning of various
immune cells), available at https://drugabuse.
gov/sites/default/files/mjrrs_2.pdf.

See Timothy Caulfield & Colin Feasby, supra
note 14, at 194 (recommending that physi-
cians be sensitive to possible misconceptions
held by their patients about alternative treat-
ments and remind patients that just because a
product is marketed as “natural” does not nec-
essarily mean it is safe).

See, e.g., American Society of Addiction Med-
icine, supra note 16, at 7 (recommending that
physicians counsel patients about the dangers

vy

vt

of accidental exposure to edible marijuana
products and that marijuana precipitates
relapse to addiction); Herbert D. Kleber &
Robert L. DuPont, Physicians and Medical
Marijuana, 169 AM. ]J. PSYCHIATRY 564, 567
(2012) (recommending on behalf of the Amer-
ican Psychiatric Association that physicians
should inform patients clearly that marijuana
is not FDA-approved or a standardized or
purified medication); Kevin P. Hill, supra note
35, at 2478 (recommending a thorough risk-
benefit discussion that includes informing
patients that marijuana is not supported by
leading medical organizations and is illegal
under federal law).

See MARK A. HALL ET AL., supra note 95, at
192-197 (discussing potential liability of physi-
cians for failing to warn patients of foreseeable
dangers to third parties).

Id. at 195 (reviewing cases in which physicians
were held liable to third parties for failing to
warn patients of driving dangers associated
with prescription medications).

Id. at 192 (noting that the scope of a physi-
cian’s duty to third parties is limited by the
ability to reduce risks reasonably; in many
cases, simply warning the patient is adequate).
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Chair’s Corner

continued from page 2

back to those who have sacrificed so much? Michael Clark,
Chair of the Health Law Section in 2014-15, decided that
we could form a Military and Veterans Affairs Task Force
as part of the Health Law Section to address health issues
that our active servicemen and women and our veterans
currently face. The Task Force was launched last year
under the leadership of our Immediate Past Chair, Bill
Horton. Bill was also motivated by the lessons learned from
his grandfather. When asked about his involvement in this
important issue, Bill said, “My grandfather spent a lot of his
adult life fighting to get veterans the support and respect
they deserved. I'm proud that we were able to launch this
critically important task force during my year as Chair of
the Section.”

The Section announced the formation and mission of
the Task Force on Veterans Day last year: “In commemo-
ration of Veterans Day, the Health Law Section is proud
to introduce the Military and Veterans Health Law Task
Force. The Task Force encompasses all areas of health law
pertaining to active military and veterans with a particular
focus on collaboration with the ABA’s Military Pro Bono
Center and the ABA Veterans’ Claims Assistance Net-
work (VCAN) which provide legal assistance in eight
areas of Civil Law. The Military and Veterans Health Law
Task Force also serves as a resource to Law School Veter-
ans Clinics by providing a mechanism for sharing best
practices, recent trends, proposed and new regulations and
agency mandates, documents, policies, protocols and
forms, implementation of laws and regulations, and con-
tent expertise.”

Because the Task Force accomplished so much in its
first year, the Section recognized the importance of the
issues addressed. Accordingly, the Section made the Task
Force a permanent part of the Section and re-named it
the “Military and Veterans Health Law Educational/Out-
reach Interest Group.” The Chair, Deirdre Golden, MD,
JD reports that the Interest Group and its Advisory
Board, chaired by Jason Vail, Esq., ABA Sr. Counsel,
Director of the ABA Military Pro Bono Institute and
member of the ABA’s Standing Committee on Legal
Assistance for Military Personnel (ABA LAMP) which
supports several initiatives to deliver legal assistance and
services to service members, veterans, and their families,
have succeeded in reaching superior goals in helping both
the military and veterans with advice, expertise, and rep-
resentation. The Chair, two Vice Chairs, and many
members of our Interest Group are also members of the 13
other ABA military and veteran committees, which create
bridges for better communication.
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The Interest Group and Advisory Board leaders, liai-
sons, members and law students work actively with the
Department of Defense and the Department of Veterans
Affairs. Also involved in this effective collaboration are
members of the judiciary, the Law School Consortium, var-
ious medical academies, the Network for Public Health
Law, the Centers for Disease Control and Prevention, and
the Institute of Medicine. Interest Group leaders, members
and the Advisory Board collaborate in representing the
Interest Group on panel presentations and symposia in
locations from San Diego to Washington, D.C. and all of
the states in between. This draws attention to military and
veteran health law issues, and it helps create ways to
resolve them. The Interest Group is particularly proud of
its medical-legal partnerships among the Military, the VA,
and civilian physicians and lawyers.

Each leader and Advisory Board member, in turn, rep-
resents other national organizations and government
entities, such as the JAG Corps and multiple veterans
organizations. This creates an extraordinary network in
every state.

Five Advisory Board members, the Chair of the Inter-
est Group, and four Vice Chairs participated in the ABA’s
National Military & Veterans Legal Issues Summit held in
Washington, D.C. in June 2016, and two Vice Chairs are
members of the ABA President’s 2016-2017 Commission
on Military and Veterans Affairs.

As a Section, we are proud to support the efforts of our
ABA President, Linda Klein, in her initiatives to promote
veterans’ issues. President Klein recently challenged us to
get involved in veterans’ issues, noting in a recent email:
“The new ABA Commission on Veterans Legal Services is
developing a comprehensive approach to broadening
access to justice for our nation’s veterans. This year, the
ABA’s National Pro Bono Celebration in October is being
extended to Veterans Day on November 11, and we're also
encouraging pro bono activities on or around Memorial
Day. Please visit www.celebrateprobono.org to find a vet-
erans pro bono event near you, to get ideas for planning an
event, or to register your event. Thank you for your involve-
ment. Together, lawyers can and will make a difference in
our communities.”

The Section’s Washington Health Law Summit plan-
ning committee is pleased to announce that the Section
will be featuring a keynote speech from President Klein,
along with a panel entitled “Veterans Facing Health-
Harming Legal Needs: How Medical-Legal Partnerships
Can Bridge the Gap” at our upcoming Washington Health
Law Summit, December 12-13, 2016, in Washington, DC.
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If you are interested in being involved in this important
topic, please consider joining our Military and Veterans
Health Law Educational/Outreach Interest Group, chaired
by Professor Deirdre Golden, MD, JD of the University of
Detroit Mercy School of Law in Detroit. This group encom-
passes all areas of health law pertaining to active military
and veterans. Visit the website for more information:
http://americanbar.org/groups/health_law/interest_groups/
military.html.

C. Joyce Hall
Chair

Important Mississippi tidbit: Keesler Air Force Base in
Biloxi, MS, announced on October 25, 2016 that: “Keesler

Air Force Base surgeons are forging a new path in military
medicine by being the first in the Air Force to use one of
the most advanced robotic surgery systems available today.
The Keesler Medical Center has acquired two of the new-
est robotic surgical systems out there, the da Vinci Xi,
one for surgeries and the other for surgical training. Also,
Keesler’s Clinical Research Laboratory has set up a train-
ing facility called the Institute for Defense Robotic Surgical
Education, for surgeons to get their official robotic surgery
credentials.”

I http://keesler.af.mil/News/ArticleDisplay/tabid/966/Article/986014/ait-

forces-first-robotic-surgery-training-course-established-at-keesler.aspx.

The Editorial Board provides expertise in specialized areas covered by the Section. Individual Board members were appointed by the Interest Group Chairs
and Editor Marla Durben Hirsch. If you are interested in submitting an article to The Health Lawyer, you may contact one of the Editorial Board members
or Ms. Hirsch. With the establishment of the Editorial Board, the Section strengthens its commitment to provide the highest quality analysis of topics in a

timely manner.
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Introduction

In October 2014, The Health
Lawyer published an article entitled
Medicare Advantage Misconceptions
Abound (the “Article”), written by
Humana’s former Associate General
Counsel D. Gary Reed.! The Article
explained the myriad ways that courts,
lawyers, and litigants failed to appreci-
ate that the Medicare Advantage
option created by Part C of the Medi-
care Act (42 U.S.C. § 1395w-21 et
seq.) really is a form of Medicare, gov-
erned by many of the same statutory
and regulatory provisions as the tradi-
tional Medicare fee-for-service option

created by Parts A and B of the Act.

As the Article explained, courts
and litigants struggled with concepts as
basic as how many “parts” the Medi-
care Act has; whether Medicare enroll-
ees that select the Medicare Advantage
option “opt out” of Medicare alto-
gether; whether there is a Medicare
Advantage “insurance policy;” and
whether the Centers for Medicare &
Medicaid Services (“CMS”) adminis-
ters Part A and B “directly” or instead
“by contract.” The Article also detailed
how these basic misconceptions about
the nature of the Medicare Advantage
program had serious consequences for
Medicare Advantage Organizations,
who were required to endlessly re-liti-
gate even the most basic issues in law-
suits brought by parties and/or counsel
that failed to appreciate that the rele-
vant claims arise under the Medicare
Act — not under state law or a private
insurance contract.
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In the two years since the Arti-
cle’s publication, much has changed.
The gap between the version of
Medicare Advantage that exists in
the real world and the version that
existed in the courts at the time of
the Article has closed considerably.
Across a range of issues, litigants and
courts have recognized what is plain
from the statute’s text and imple-
menting regulations: that Medicare
Advantage is an integral part of the
Medicare program. This progress is
due in no small part to the Article
itself, which has been cited approv-
ingly by many different courts.”

This article is intended to update
and supplement the Article’s thor-
ough analysis of the state of Medicare
Advantage law as it existed in late
2014. It first offers a brief overview of
both the Medicare Advantage option
and the Medicare Secondary Payer
(“MSP”) law. (As the original Article
observed, many disputes about the
Medicare Advantage program arise
under the Medicare Secondary Payer
law, which therefore provides neces-
sary context for the latest Medicare
Advantage jurisprudence.) It then
surveys areas of Medicare Advantage
jurisprudence in which federal and
state courts have been coalescing
around the issues set forth in the
Article, including Medicare Advan-
tage Organizations’ right to bring
suit against any “primary plan” that is
legally responsible for paying for a
Medicare enrollee’s injury; the con-
clusion that Medicare Advantage
Organizations’ claims for reimburse-
ment really do “arise under” the
Medicare Act and must be exhausted
in the Medicare administrative
appeals process and cannot be brought
in state court; and federal law’s pre-
emption of state laws that would
regulate aspects of the Medicare Pro-
gram governed by federal law. Finally,
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this article highlights additional issues
that have arisen now that courts and
litigants have finally accepted that
the Medicare Advantage option
really is part of the Medicare Act.

Statutory and Regulatory
Background

The Medicare Advantage Option

To understand the evolution of
the law concerning the Medicare
Advantage program, it is first neces-
sary to understand the Medicare
program and enrollees’ options for
coverage. In particular, it is necessary
to understand the role the Medicare
Advantage option, which was created
by the statutory provisions appearing
in Part C of Chapter XVIII of Title
42 of the U.S. Code, plays in the

overall structure of the Medicare Act.

Each year, eligible Medicare enroll-
ees may elect between two different
Medicare options.’ First, they may
receive their health insurance under
Medicare Parts A and B. Known as
the Medicare “fee-for-service” option,
Parts A and B provide hospital insur-
ance and coverage for medically
necessary outpatient and physician
services.* As this option’s familiar
name suggests, government contrac-
tors pay for these expenses directly,
on a fee-for-service basis.

Alternatively, Medicare partici-
pants may elect the “Medicare Advan-
tage” option under Part C of the
Medicare Act.” Under the Medicare
Advantage option — originally called
Medicare+Choice® — enrollees receive
their Medicare benefits from a private
insurance company. The insurers that
administer this option are known as
“Medicare Advantage Organizations”
or “MAQOs.”

Congress created the Medicare
Advantage option in 1997 to “allow

continued on page 22
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beneficiaries to have access to a wide
array of private health plan choices in
addition to traditional fee-for-service
Medicare,” and to “enable the Medi-
care program to utilize innovations
that have helped the private market
contain costs and expand health care
delivery options.”” In 2016, nearly 18
million enrollees — or approximately
one-third of the Medicare population
— elected to participate in a group or
individual Medicare Advantage plan.®

Each Medicare Advantage Orga-
nization must enter into a contract
with the Secretary of Health and
Human Services (“Secretary”).” Under
that contract, the Medicare Advan-
tage Organization generally receives
a fixed (or “capitated”) amount per
enrollee, and must provide at least the
same level of benefits that enrollees
would receive under the fee-for-service
option.'® Medicare Advantage Organi-
zations are thus incentivized to provide
health insurance more efficiently than
under the fee-for-service model, for
example by providing opportunities for
more cost-saving preventative care.

The Medicare Advantage pro-
gram is funded by the same trust funds
that support Medicare Parts A and
B.!! The Medicare Advantage Orga-
nizations, as the contractors that
administer the program, are “regulated,
monitored, and directly controlled by
CMS.”"? Medicare Advantage Orga-
nizations “do not issue a Medicare
‘insurance policy’ but, rather, send out
a document describing the Medicare
benefits that enrollees receive,” known
as an “Evidence of Coverage.”" Because
they have no “insurance contracts”
with their enrollees, Medicare Advan-
tage Organizations “do not pay benefits
pursuant to a ‘policy’ but rather under
a statutory framework.”"* Moreover,
Part C expressly preempts any state law
inconsistent with standards estab-
lished by Congress or the Secretary
pursuant to her delegated rulemaking
authority.”
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The Medicare Secondary
Payer Law

Because the Medicare Advantage
option is governed by the Medicare
Act statutory framework, it is gov-
erned by many of the same definitions,
rules, and regulations that govern the
fee-for-service option offered under
Parts A and B. Many of those rules are
contained in Part E of the Act, which
is titled “Miscellaneous Provisions.”'®
One of the most important of those
“miscellaneous” provisions is the
Medicare Secondary Payer law, con-

tained in 42 U.S.C. § 1395y(b).

Congress enacted the Medicare
Secondary Payer law in 1980 to help
curb the rising cost of Medicare."’
Prior to that law, Medicare “paid for
all medical treatment within its scope
and left private insurers merely to pick
up whatever expenses remained.”"®
“The Act inverted that system; it made
private insurers covering the same
treatment the ‘primary’ payers and
Medicare the ‘secondary’ payer.”"

The Medicare Secondary Payer
law contains a broad definition of “pri-
mary plan” that includes “a group
health plan or large group health plan”
as well as “a workmen’s compensation
law or plan, an automobile or liability
insurance policy or plan (including a
self-insured plan) or no fault insur-
ance.””® That definition covers, among
other things, no-fault insurance carri-
ers, liability insurers, self-insured tort-
feasors, and workers’ compensation
plans.

To ensure that these primary
plans pay first, Congress prohibited
Medicare from paying for “any item or
service to the extent that...payment
has been made, or can reasonably be
expected to be made,” by a primary
plan.?! This prohibition applies to any
“[playment under this subchapter,”
referring to the entire Medicare Act
appearing in Subchapter XVIII of
Chapter 7 of Title 42 of the U.S.
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Code.”” This includes the Medicare
Advantage option appearing in Part

C of the Act.

In the event that a primary plan
(such as a tortfeasor or his liability
insurer) has “not made or cannot rea-
sonably be expected to make payment
with respect to such item or service
promptly,” Medicare (or a Medicare
Advantage Organization) may make
“conditional” payments.” Indeed, any-
time Medicare (or a Medicare Advan-
tage Organization) “makes a payment
that a primary plan was responsible for,
the payment is merely conditional” by
operation of law.*

The Medicare Secondary Payer
law obligates primary payers to repay
Medicare for any conditional payments
once the primary plan’s responsibility
is “demonstrated.” “A primary plan’s
responsibility for such payment may be
demonstrated” in a number of different
ways, including “a judgment, a pay-
ment conditioned upon the recipient’s
compromise, waiver, or release (whether
or not there is a determination or admis-
sion of liability) of payment for items
or services included in a claim against
the primary plan or the primary plan’s
insured, or by other means.”*

Pursuant to her delegated rulemak-
ing authority,”” the Secretary has made
clear that the ultimate responsibility
for reimbursing Medicare payments
rests on primary plans, and not on
Medicare enrollees. Thus, even though
a Medicare enrollee might receive a
liability settlement large enough to
reimburse conditional Medicare pay-
ments, if that enrollee fails to reimburse
Medicare within 60 days of receiving
settlement proceeds, “the primary
payer must reimburse Medicare even
though it has already reimbursed the
beneficiary.”*®

This law has been the subject of
considerable legal attention in recent
years, particularly in disputes between
Medicare Advantage Organizations
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and primary plans that are responsible
for reimbursing conditional Medicare
payments under that Act. These cases
show the growing consensus in Medi-
care Advantage jurisprudence around
the notion that litigants must reim-
burse conditional payments made by
Medicare Advantage Organizations
under Part C of the Medicare Act,
just as they do with conditional pay-
ments made under Parts A and B of

the Act.”

Growing Consensus

In the short time since The
Health Lawyer published the Medicare
Advantage Misconceptions Article,
courts have started to coalesce around
the idea that the Medicare Advan-
tage option is part of the Medicare
program after all. This growing con-
sensus can be seen in a variety of
contexts, some of which were starting
to become clear at the time of the
original Article. That momentum has
continued — and in some cases accel-
erated — bringing the judicial and
real-world versions of the Medicare
Advantage option closer than ever.

One of the easiest places to see
the evolution in Medicare Advantage
jurisprudence is the context of Medi-
care Secondary Payer disputes among
Medicare Advantage plans, their
members, and/or primary payers over
who is responsible for paying for the
care of a Medicare beneficiary. In part
this is because Medicare Secondary
Payer disputes can and do arise in so
many different situations; indeed, the
Medicare Secondary Payer law is
implicated every time a Medicare
Advantage enrollee has employer-
provided healthcare coverage or is
injured in a car accident, a slip and fall
case, or by a drug or medical device.

The relative frequency of Medi-
care Secondary Payer disputes also is
due to the significant amount of
money at stake. In a 2009 Federal
Register publication, for example,
CMS noted that Medicare Secondary

Payer recoveries in the original

Volume 29, Number 2, December 2016

fee-for-service Medicare program
totaled $6.5 billion in 2007 (the latest
year that data was then available).*
Based upon the percentage of Medi-
care enrollees who elected Medicare
Advantage coverage at the time (only
24 percent), CMS estimated that the
Medicare Secondary Payer recovery
opportunity in the Medicare Advan-

tage program would approach $2 billion
by 2010.*

Assuming, conservatively, that the
amount recovered per enrollee under
the Medicare Secondary Payer law
remained flat between 2007 and 2016,
the recovery opportunity for Medicare
Advantage Organizations today is
much higher — likely in excess of $3 bil-
lion per year — due to the growth in the
overall Medicare population and the
increasing percentage of enrollees
who elect to join Medicare Advantage
plans.

In reality, the recovery opportu-
nity is likely much higher than that, as
Congress has since amended the
Medicare Secondary Payer law to
require all primary payers (including
liability insurers, self-insured tortfea-
sors, no-fault insurers, and workers’
compensation plans) to “determine
whether a claimant (including an
individual whose claim is unresolved)
is entitled to [Medicare] benefits...on
any basis” — including under Part C —
and then report those potential recov-
ery opportunities to the Secretary of
Health and Human services.” Failure
to file these reports subjects the pri-
mary plan to a potential $1,000 per
day penalty for each claim that went
unreported.” CMS, in turn, makes
this data available to Medicare
Advantage Organizations, thereby
arming them with additional informa-
tion about potential Medicare Sec-
ondary Payer recoveries.

Finally, Medicare Secondary
Payer disputes are disproportionately
likely to give rise to litigation for
another reason highlighted in the
Medicare Advantage Misconceptions
Article: many plaintiffs’ attorneys
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used to dealing with only fee-for-
service Medicare or commercial ins-
urance simply fail to recognize (or
acknowledge) that Medicare Advan-
tage payments are Medicare payments.
Thus, Medicare Advantage Organiza-
tions’ requests for reimbursement
under the Medicare Secondary Payer
law are not infrequently met by refus-
als — particularly in states where stat-
utes or common law otherwise limit or
prevent subrogation.’*

As explained in more detail below,
these Medicare Secondary Payer dis-
putes have given rise to a new species
of Medicare Advantage jurispru-
dence recognizing that the Medicare
Advantage option really is another
form of Medicare.

Double-Damages Suits by Medi-
care Advantage Organizations. The
Medicare Secondary Payer law con-
tains a private cause of action. It reads:

There is established a private cause
of action for damages (which
shall be in an amount double the
amount otherwise provided) in the
case of a primary plan which fails
to provide for primary payment (or
appropriate reimbursement) in
accordance with paragraphs (1) and

(2)(A).”

Prior to 2012, that cause of action
had been successfully invoked by Medi-
care enrollees and even providers, but
never by a Medicare Advantage Orga-
nization.”® That all changed with the
Third Circuit’s decision in In re: Avan-
dia Marketing, Sales Practices & Products
Liability Litigation (“Awvandia”), which
held “[t]he language of the MSP private
cause of action is broad and unrestricted
and therefore allows any private plain-
tiff with standing to bring an action”
— including Medicare Advantage
Organizations.” The court allowed a
Medicare Advantage Organization
(Humana) to press forward with a suit
under the Medicare Secondary Payer
law against a primary payer — in that
case, a drug company acting as a self-
insured tortfeasor — that demonstrated
its responsibility to pay for Medicare

continued on page 24
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enrollees’ care by entering into a settle-
ment agreement to resolve thousands
of claims pending in a multidistrict
litigation proceeding. The Avandia
decision was one of the first federal
court decisions to clearly articulate
the role that Medicare Advantage
Organizations play in administering
the Medicare program for those enroll-
ees that elect to participate in the
Medicare Advantage option, and sent
a clear signal that any party attempt-
ing to treat Medicare fee-for-service
payments and Medicare Advantage
payments differently for reimburse-
ment purposes does so at its own
peril.

Although the Medicare Advantage
Misconceptions Article referenced the
Awvandia litigation in passing, it did
not discuss the case at length. At the
time, Avandia was the only decision
to have squarely addressed the ques-
tion of whether Medicare Advantage
Organizations can sue primary plans
under the private cause of action; other
courts had yet to make clear whether
they would follow suit. In less than
two years, however, many courts have
done so, and have even extended
Avandia’s holding into different con-
texts beyond a Medicare Advantage
plan suing a self-insured tortfeasor.

For example, the Eleventh Circuit
recently held that an assignee of a
Medicare Advantage Organization
could bring suit against a no-fault
insurer under the Medicare Secondary
Payer law to obtain reimbursement of
payments made on behalf of Medicare
enrollees insured by the no-fault
plan.’”® Two federal district courts sim-
ilarly held that a Medicare Advantage
Organization may invoke the Medi-
care Secondary Payer law’s private
cause of action against no-fault insur-
ers in a pair of cases brought by Humana
against Farmers Insurance and its affili-
ated companies.” Moreover, when the
defendant in one of the Farmers
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Insurance cases attempted to bring that
question to the Fifth Circuit on a peti-
tion for interlocutory review under 28
U.S.C. § 1292(b), the court refused,
holding “Defendants have failed to
identify a substantial difference of
opinion” on that issue.®

A federal district court in Loui-
siana similarly applied Avandia in
yet another related context: disputes
between Medicare Advantage Orga-
nizations and their enrollees. In Collins
v. WellCare Health Plans, Inc., a Medi-
care Advantage enrollee brought suit
in state court against her Medicare
Advantage Organization seeking a
declaratory judgment that the Medi-
care Advantage Organization had no
right to reimbursement from the pro-
ceeds of her settlement with a tortfeasor.
The Medicare Advantage Organiza-
tion removed the case to federal court
and then counterclaimed against the
enrollee under the Medicare Second-
ary Payer law’s private cause of action.

The court held that the Medicare
Advantage Organization could bring
suit directly against its enrollee to
recover the money it paid for her care,
noting that the statute expressly
allows the Medicare Advantage Orga-
nization to seek recovery from the
settling tortfeasor and “there is no real
distinction between a claim against a
tortfeasor or his insurer to obtain
reimbursement and a claim against a
beneficiary to obtain reimbursement
from a settlement funded by a tortfea-

"1 The court also

sor or his insurer.
noted that any statutory ambiguity
would require deference to the Secre-
tary’s regulations, which expressly
provide that a Medicare Advantage
Organization may recover from “the
Medicare enrollee, to the extent that
he or she has been paid by the carrier,
employer, or entity for covered medi-

cal expenses.”*

Courts also have recognized Medi-
care Advantage Organizations’ right
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to sue liability insurers who settle
with enrollees that, in turn, do not
reimburse their Medicare Advantage
Organization. In Humana Insurance
Co. v. Western Heritage Ins. Co., a
Medicare Advantage Organization
filed suit in the U.S. District Court
for the Southern District of Florida
against a tortfeasor’s insurer after that
insurer paid a settlement to an injured
Medicare enrollee that refused to
reimburse her Medicare Advantage
Organization. Originally, the dispute
arose in a posture not unlike the Col-
lins case discussed above: the Medicare
enrollee first filed suit in state court
seeking a declaration that state law
prohibited the Medicare Advantage
Organization’s attempt to recover
funds from her tort settlement.

While that declaratory judgment
action was pending in state court,
Humana sent a demand letter directly
to the insurer, noting that federal reg-
ulations required it to reimburse
Humana “even though it has already
reimbursed the beneficiary.”” Western
Heritage ignored the request, prompt-
ing the Medicare Advantage
Organization to file suit against it in
federal court under the Medicare Sec-
ondary Payer law.*

Like the courts in the Farmers
Insurance and Collins cases, the dis-
trict court in Western Heritage held
that Medicare Advantage Organi-
zations may bring suit under the
Medicare Secondary Payer law to
recover conditional Medicare pay-
ments. Notably, in discussing the
structure of the Medicare Advantage
program the court cited the Medicare
Advantage Misconceptions Article,
even though it had not been cited in
either party’s brief. And, ultimately,
the court entered a double-damages
judgment against the liability insurer,
requiring it reimburse Humana for
twice what it had paid for the enroll-
ee’s care.
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On appeal, the Eleventh Circuit
affirmed the Western Heritage ruling
in a published decision. Like the dis-
trict court, the Court of Appeals held
that “an MAO may avail itself of the
Medicare Secondary Payer private
cause of action when a primary plan
fails to make primary payment or to
reimburse the MAQ’s secondary
payment.”®

Finally, the U.S. District Court
for the Eastern District of Virginia
recently held that a Medicare Advan-
tage Organization may sue an enroll-
ee’s attorney — personally — for failing
to ensure that Medicare Advantage
Organizations are reimbursed for
conditional Medicare payments. In
Humana Insurance Co. v. Paris Blank
LLP, the district court expressly adopted
Avandia’s holding, noting the “persua-
siveness of the Third Circuit’s thor-
ough and well-reasoned opinion.”* It
applied a Part A/B regulation that per-
mitted the government to seek reim-
bursement directly from any party that
received payment from a primary
plan, including an attorney (42 C.F.R.
§ 411.24(g)) to the Medicare Advan-
tage context, noting that the Secretary’s
regulations “dictate[] that MAOs ‘exer-
cise the same rights to recovery from a
primary plan, entity, or individual that
the Secretary exercises under the MSP
regulations in subparts B through D of
part 411 of this chapter.”*

Taken together, these cases dem-
onstrate that courts now understand
that Medicare Advantage is a crucial
part of the Medicare Act. Courts being
asked to enforce Medicare Advantage
Organizations’ rights under that Act,
and in particular under its Medicare
Secondary Payer provisions, have had
little trouble recognizing as much.

No State Court Review of
Claims Arising Under the
Medicare Act

There also has been a growing
realization among state courts that
Medicare Advantage really is Medi-
care, and that disputes between
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Medicare Advantage Organizations
and their enrollees are claims con-
cerning Medicare benefits. Because
these claims “arise under” the Medi-
care Act and/or pit state law against
federal statutes and regulations, an
increasing number of state courts
have held that they either lack juris-
diction over such claims and/or that
the claims are preempted by Part C of
the Medicare Act.

This development is notable. As
the Medicare Advantage Misconceptions
Article indicated, many federal courts
had at the time made clear that the
Medicare Act’s mandatory exhaustion
requirement applied to disputes over
Medicare benefits, and therefore fed-
eral district courts routinely held that
they lacked jurisdiction over unex-
hausted claims. State courts, by contrast,
were a much more hostile place for
Medicare Advantage Organizations to
appear as defendants. In large part
because of the Medicare Act’s exhaus-
tion requirement, state judges were
not as familiar with the Medicare Act,
and were apt to confuse Medicare
Advantage disputes with routine com-
mercial insurance cases, particularly
where one or both of the parties did
little to disabuse the court of that key
misperception.

Thanks to the efforts of Medicare
Advantage Organizations and their
counsel, however, state courts have
started to realize that Medicare Advan-
tage is not private insurance, even if
it is offered by private insurers. Thus,
these courts have either refused to exer-
cise jurisdiction over claims brought by
Medicare enrollees against their Medi-
care Advantage Organizations, and/or
have held that the state laws they
invoke are expressly preempted by

Part C itself.

One of the first examples of this
phenomenon is the Arizona Court of
Appeals’ decision in Estate of Ethridge
v. Recovery Management Systems.* A
Medicare enrollee had died as a result
of neglect, and her estate sued the
nursing home that was caring for her.
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After recovering a sizeable settlement,
the estate did what the enrollees in
Collins and Western Heritage did: it filed
a state court action seeking a declara-
tion that the Medicare Advantage
Organization was not entitled to
recovery from the settlement proceeds.
Specifically, the estate relied upon Ari-
zona’s anti-subrogation law to argue
that recovery was legally prohibited, as
would have been the case if a private,
commercial insurance plan had paid
for the enrollee’s care. The court
rejected this claim, noting that federal
regulations give Medicare Advantage
Organizations an express right to bill
any party that receives payment from
a primary plan, which “necessarily
implies payment of the amount billed.”*

The Estate of Ethridge court found
that these federal regulations preempt
contrary state laws under the express
preemption provision contained in
Part C of the Act. That provision
states:

The standards established under
this part shall supersede any State
law or regulation (other than
State licensing laws or State laws
relating to plan solvency) with
respect to MA plans which are
offered by MA organizations
under this part.”*

The court found this provision to
be directly relevant to the case before
it: “[b]ecause this Arizona [anti-
subrogation] doctrine would prevent
Medicare Advantage plans from exer-
cising their right under federal law to
obtain reimbursement from plan
enrollees who have received settle-
ment proceeds that include medical
expenses paid by such a plan, it is
preempted.”!

Florida’s Third District Court of
Appeals reached a similar conclusion
in Humana Medical Plan, Inc. v.
Reale (another case that explicitly
relied upon the Medicare Advantage
Misconceptions Article, even though
it was published after argument in
that case).”” That case, which is the

continued on page 26

25



Medicare Advantage: Fading Misconceptions and Remaining Uncertainty

continued from page 25

state-court companion case to the
Western Heritage litigation described
above, likewise arose out of a Medi-
care Advantage enrollee’s attempt to
have a state court declare that state
subrogation law relieved her of any
obligation to reimburse her Medicare
Advantage Organization out of settle-
ment proceeds she received. The
court rejected the argument that such
disputes need not be exhausted through
the exclusive Medicare appeals process

set forth in 42 U.S.C. §§ 405(g)-(h),
1395w-22(g)(5):

Contrary to what the Reales would
have us believe, courts have con-
sistently and overwhelmingly held
that disputes concerning reim-
bursement of conditional pay-
ments are claims for benefits that
‘arise under the Medicare Act’ and
must be exhausted through the
administrative appeals process
before an enrollee invokes judicial
review in a federal court.”

Applying that existing, federal
case law to the state court proceeding
before it, the court held that “[blecause
the Reales did not obtain a final deci-
sion from the Secretary, as required
by § 405(g), their dispute is not sub-
ject to judicial review” at all.’*
“Further, if their dispute were subject
to judicial review, jurisdiction would
lie exclusively in the federal courts.””
And, like the Arizona court, the Reale
decision went on to hold that even if
Ms. Reale had exhausted her claim,
Florida’s subrogation law would be
“preempted by the broad, express pre-
emption clause in Part C of the
Medicare Act.”®

Other state courts recently have
reached similar conclusions even out-
side the Medicare Secondary Payer
reimbursement context. For example,
in Morrison v. Health Plan of Nevada,
Inc., a Medicare enrollee that con-
tracted Hepatitis C at an in-network
gastroenterology center tried to sue
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his Medicare Advantage Organiza-
tion, alleging that it negligently
selected the center for inclusion in its
network and failed to properly super-
vise the providers.’” As in Estate of
Ethridge and Reale, the Nevada
Supreme Court found that these state-
law claims were really an attempt to
circumvent controlling federal regula-
tions under Part C that govern the
relevant subject area (there, the selec-
tion of and contracting with Medicare
providers). Thus, the enrollee’s com-
mon-law negligence claims were
preempted by federal law.*®

Finally — and although it’s not a
preemption decision — a state court in
Delaware recently underscored the
extent to which the Medicare Advan-
tage Misconceptions Article helped
educate litigants and courts on the
nuances of Medicare Advantage law.
In Honey v. Bayhealth Medical Center,
Inc., the parties disputed whether a
Medicare enrollee who is a plaintiff in
a personal injury case can present evi-
dence, for damages purposes, of the
amount of money that her doctors
billed a Medicare Advantage Organi-
zation or, instead, only of the amount
of money that the Medicare Advan-
tage Organization actually paid
(which is usually a far lower figure, at
least for providers in the Medicare
Advantage Organization’s provider
network).”® While that case was
pending, the Delaware Supreme
Court held that, in cases arising under
Medicare Parts A and B, plaintiffs
could only offer evidence of the lower
amount, so as not to inflate their
damages.

In deciding whether that case®
controlled the outcome in Honey, the
court noted that “there exists some
controversy as to whether Medicare
Advantage is part of the traditional
Medicare system, or, is instead, more
like a private health insurer.”® But,
after citing the Article, as well as the
Awandia line of cases discussed above,
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the court went on to hold that a
Medicare Advantage Organization “is
a federal contractor providing federal
benefits, established by the federal
government, to federal constituents.”®
Thus, the court concluded, “Medicare
Advantage is part of the larger Medicare
system, rather than an independent,
private insurance plan.”® Therefore,
the same rule should apply in both the
Part A/B and Part C context, and
plaintiffs should be prohibited from
inflating their damages calculations
in both instances.

Still, Questions Remain

The federal and state case law
described in this article shows that
courts have finally begun to coalesce
around the notion that Medicare
Advantage really is Medicare — and
should be treated that way for legal
purposes, too. In recent years, courts
have consistently (and in the authors’
views, correctly) held that disputes
between Medicare enrollees and their
Medicare Advantage Organizations
do arise under the Medicare Act and
must be presented in federal court, if
at all. State courts have no jurisdic-
tion to hear those claims, and any
attempts to use state law to raise
claims inextricably intertwined with
claims for Medicare benefits are
expressly preempted under the Act.

That is not to say that all Medi-
care Advantage case law has achieved
the same level of clarity, however.
There continues to be some disagree-
ment about how disputes between
Medicare Advantage Organizations
and providers must be treated. In par-
ticular, courts continue to wrestle
with the question of whether disputes
between Medicare Advantage Organi-
zations and providers are contract
claims between those parties — which
may be brought directly in state courts
as contract actions — or, instead, are
claims for Medicare benefits owed
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under the Act, which must be pre-
sented first to the Secretary under the
Medicare appeals process and then lit-
igated in federal court (if at all).

As the original Medicare Advan-
tage Misconceptions Article noted, the
decisions of the Medicare Appeals
Council are replete with examples of
cases where Medicare Advantage pro-
viders did, indeed, exhaust claims for
payment through the Medicare appeals
process.®* Some courts have continued
to hold that Medicare Advantage pro-
vider-payer disputes must be brought
before the Medicare Appeals Council
before they may become the subject of
litigation.®® There has been some dis-
agreement on that question, however,
including in a recent case brought by a
non-participating (e.g., out-of-net-
work) provider alleging entitlement to
a higher rate of payment under an
implied contract theory.%

Similarly, questions remain about
whether the claims of such providers
are preempted by the Medicare Act.
As noted above, numerous federal and
state courts have found the Medicare
Advantage program regulations to
preempt state laws on a range of
issues, including subrogation, prompt
payments, and common-law torts.*’
However, some courts have concluded
that the regulations do not reach so
far as to encompass certain types of
payer-provider payment disputes.®®

These kinds of narrow disagree-
ments are to be expected at some
level. Indeed, they could be seen as a
form of progress: now that courts have
moved past the questions highlighted
in the original Article — is this Medi-
care or something completely differ-
ent! — courts must dig into the
nuanced questions presented by the
Medicare Act and its specific provi-
sions. Only time will tell whether
courts treat disputes between Medi-
care Advantage Organizations and
providers like disputes between Medi-
care Advantage Organizations and
their enrollees, or if they will distin-
guish these cases and instead treat
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them like disputes between commer-
cial insurance plans and providers.

Conclusion

Much has changed in the two
years since the Medicare Advantage
Misconceptions Article appeared in
these pages. In large part because of
the work of Humana and other Medi-
care Advantage Organizations, courts
have come a long way toward recog-
nizing that Medicare Advantage
really is a form of Medicare. New and
difficult legal questions will no doubt
continue to arise in a program as large
and complex as Medicare Advantage.
But when courts approach those issues
without the fundamental miscon-
ceptions that have plagued counsel,
litigants, and the system until recently,
everyone is better off. For that contri-
bution, The Health Lawyer deserves
everyone’s thanks.
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CLARIFICATION OF THE IMPLIED FALSE CERTIFICATION
THEORY UNDER THE FALSE CLAIMS ACT: THE SUPREME
COURT’S DECISION IN UNIVERSAL HEALTH SERVICES,
INC. V. UNITED STATES EX REL. ESCOBAR

Robert G. Anderson, Esq.
Special Assistant Attorney General

Mississippi Attorney General’s Office
Jackson, MS

Introduction

Without question, the False Claims
Act (“FCA”) has been one of the most
effective tools in the Department of
Justice’s (“DQ]J”) fight against fraud,
particularly healthcare fraud. As dis-
closed by the DQJ, Fiscal Year 2015
marked the fourth year in a row that
DQJ recoveries had exceeded $3.5 bil-
lion in cases brought under the FCA.
Of that sum, a large percentage, $1.9
billion, came from companies and
individuals in the healthcare industry.!
While the DOJ has a large arsenal of
criminal prosecution tools at its dis-
posal to fight healthcare fraud — and
the HEAT Task Force is devoted spe-
cifically to those efforts — the FCA is a
mainstay of the government’s efforts to
combat healthcare fraud.”

Congress enacted both substan-
tive and procedural amendments to
the FCA in 2009 and 2010 — in the
Fraud Enforcement and Recovery Act
of 2009 (“FERA”) and in the Patient
Protection and Affordable Care Act
(“PPACA”).> While these statutory
amendments have touched on essen-
tially all of the FCA’s liability provisions
and the definitions of key terms in the
law such as “claim,” “materiality,” and
“obligation,” the DOJ and the qui tam
bar have relied in large part upon the
courts to add judicial gloss to the bare
text of the statute. In fact, each year
the courts, including sometimes the
United States Supreme Court, con-
sider a number of issues under the
FCA and provide more guidance about
how to apply this law. This year has

Volume 29, Number 2, December 2016

been no exception, and the United
States Supreme Court weighed in
again, handing down a much-awaited
decision clarifying the scope of the the-
ory of “implied false certification” as a
basis for liability under the FCA in the
case of Universal Health Services, Inc. v.
United States ex rel. Escobar.* Just as it
did in last year’s decision in Kellogg
Brown & Root Services, Inc. v. United
States ex rel. Carter,” where the Court
considered the application of the War-
time Suspension of Limitations Act to
FCA actions and the scope of the FCA’s
first-to-file bar, the Supreme Court
issued another unanimous decision in
the Escobar case, with Justice Clarence
Thomas writing for the Supreme Court.

This article will address the “implied
false certification” theory under the
FCA and the clarification to the scope
of that theory which the Supreme Court
provided in the Escobar decision. Since
that decision was announced in June,
there has been much debate about
whether, and to what extent, Escobar
has impacted the theory of implied
false certification and similar debate
concerning how both the DOJ and
qui tam litigators will respond to the
ruling in Escobar.

Basics of Liability Under
the FCA

In what is perhaps one of the
most glaring anomalies or oversights
in the FCA, the statute itself contains
no definition of the terms “false” or
“falsity” or “fraudulent.” Rather, in its
most recent iteration after the FERA
and PPACA amendments, the FCA
provides for liability for the following
acts, among others:

(a) Liability for Certain Acts.
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(1) In General. — Subject to para-
graph (2), any person who —

(A) knowingly presents, or causes
to be presented, a false or fraudu-
lent claim for payment or approval;

(B) knowingly makes, uses, or
causes to be made or used, a false
record or statement material to a
false or fraudulent claim;

(C) conspires to commit a viola-
tion of subparagraph (A), (B),
(D), (E), (F) or (G);

* ok ok

is liable to the United States
Government for a civil penalty of
not less than $5,000 and not
more than $10,000...plus 3 times
the amount of damages which the
Government sustains because of
the act of that person.’

To commit a violation of the
FCA, one need not act with specific
intent to defraud.” This is so because
the FCA defines “knowingly” to
include a person who has “actual
knowledge of the information” as well
as one who “acts in deliberate igno-
rance of the truth or falsity of the
information” or one who “acts in
reckless disregard of the truth or fal-
sity of the information” contained in
a claim.® In the simplest terms, a per-
son incurs FCA liability when he
“knowingly asks the Government to
pay amounts it does not owe.”

What then is a “false” claim under
the FCA, or what are the reasons that
render a claim not payable under the
FCA? Because the statute itself con-
tains no definition of “false” or “falsity”
the courts have developed two basic
types of claims which are actionable

under the FCA: (1) factually false

continued on page 34
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claims and (2) legally false claims.
Factually false claims are easily under-
stood and demonstrated: they involve
claims where a person misrepresents
what if any goods and services were
provided to the government.”’ A sim-
ple example of a factually false claim
would be one in which a laboratory
represents that it has provided 10
units of a drug when it has only pro-
vided one unit, or where a physician
represents that he has performed a
panel of seven tests when he has only
performed one. Such a factually false
claim is not payable, and may support
liability under the FCA because the
claim contains inaccurate and factu-
ally false information about the
product or service billed.

Legally false claims are of a dif-
ferent character altogether, and they
arise where a person certifies compli-
ance with a statute or regulation that
is a condition of government pay-
ment while knowing that no such
compliance exists.'" An example of a
legally false claim would be billing for
services provided by unlicensed or
non-licensed healthcare personnel
when government regulations require
a particular license or level of license
for the provider, which is precisely
the circumstance presented in Esco-
bar. The claim is factually accurate in
that it accurately describes the treat-
ment or service rendered, but it is
legally false because it violates a con-
dition of payment, that condition
being that the provider rendering the
care be properly licensed. This is
known as the “false certification” the-

ory of liability under the FCA.

Express False Certification
and Implied False
Certification Under

the FCA

The “false certification” version
of FCA liability can also be broken
down into two separate forms: express
false certification and implied false
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certification.'” In the instance of an
express false certification case, an
entity may be liable under the FCA
for expressly certifying compliance
with applicable regulations in connec-
tion with its receipt of government
funds.” On the other hand, under the
“implied false certification” theory, an
entity may be liable under the FCA
even though it has not explicitly certi-
fied compliance with any applicable
regulations. Rather, the entity can be
held liable under an implied certifica-
tion theory of liability for requesting
payment from the government to
which it is not entitled because it has
violated regulations."

Express false certification claims
were always considered somewhat
clearer cases of liability under the
FCA. It was generally understood
that an express certification of com-
pliance on the face of the claim with
a rule or regulation provided sufficient
evidence that the parties involved
found the rule or regulation to be
important to the claim for payment.
Thus, falsely certifying compliance
with a rule or regulation constituted a
false claim under the FCA." Indeed,
some courts began to treat the exis-
tence of an express certification as the
sine qua non of liability under the
FCA and the absence of an express
certification as equivalent to a shield
from liability under the FCA.'® Simi-
larly, when it began to be argued that
the express false certification theory of
liability might reach too far — such as
when a hospital had expressly certified
compliance with “all applicable laws and
regulations” in its cost reports — some
courts began to require that the express
certification at issue be tied to some
condition of payment and not simply
other conditions such as conditions of
participation in the Medicare Program.”

While the express false certifi-
cation theory of liability was being
fleshed out by the courts, a separate
theory, of implied false certification,
began to be advanced in FCA cases.
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The essence of the implied false certi-
fication theory is that the mere act of
submitting a claim constitutes certifi-
cation of compliance with government
laws and regulations pertaining to the
claim, even if the claim itself is silent
as to such compliance. While some
courts have been reluctant to accept
either of the certification theories of
liability,'® the Second Circuit was one
of the first courts to discuss the implied
false certification theory in detail in
the case of Mikes v. Strauss," although
the Mikes court pointed out that the
implied certification theory had been
applied several years earlier in an unpub-
lished Federal Circuit case, Ab-Tech
Construction, Inc. v. United States.”® Even
in adopting the implied false certifica-
tion theory advanced in Mikes, the
Second Circuit concluded that this
theory of FCA liability should be given

a limited reach, as the court explained:

“[W]e think a medical provider
should be found to have implic-
itly certified compliance with a
particular rule as a condition of
reimbursement in limited cir-
cumstances. Specifically, implied
false certification is appropriately
applied only when the underly-
ing statute or regulation upon
which the plaintiff relies expressly
states the provider must comply
in order to be paid. (citation omit-
ted) Liability under the Act may
properly be found therefore when
a defendant submits a claim for
reimbursement while knowing —
as that term is defined in the Act...
that payment expressly is precluded

because of some noncompliance
by the defendant.?!

Thus, in Mikes the Second Cir-
cuit limited the scope of the implied
false certification theory to those
cases where the implied certification
in question relates specifically to the
government’s decision to pay or not to
pay the claim because the underlying
regulations expressly stated that com-
pliance was required for payment.”
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After Mikes, a number of other
circuits also embraced the implied
false certification theory of liability
under the FCA. For example, the
Sixth Circuit accepted the implied
false certification theory in United
States ex rel. Augustine v. Century
Health Services, Inc.”> The Eleventh
Circuit recognized the viability of
implied false certification in McNutt ex
rel. United States v. Haleywille Med. Sup-
plies, Inc.** The Tenth Circuit affirmed
the dismissal of an FCA case but noted
that an implied false certification the-
ory can support FCA liability in United
States ex rel. Conner v. Salina Reg’l
Health Ctr., Inc.” The Ninth Circuit
accepted the implied false certification
theory in Ebeid ex rel. United States v.
Lungwitz.”® The District of Columbia
Circuit allowed an implied certification
case to go forward in United States w.
Science Applications Intern. Corp.?” The
First Circuit applied the implied certifi-
cation theory in Blackstone,”® and the
Third Circuit likewise adopted the the-
ory in United States ex rel. Wilkins v.
United Health Grp., Inc.”

Other circuits were reluctant to
accept the implied false certification
theory. When first presented with the
theory, the Seventh Circuit ruled in
United States v. Momence Meadows
Nursing Center, Inc. that the relators
had waived any opportunity to rely on
the implied false certification theory
by failing to argue that theory to the
jury.”® However, in the later case of
United States v. Sanford-Brown, Ltd.
the Seventh Circuit did not accept the
doctrine of implied false certification,
and joined the Fifth Circuit,”® which,
when presented with an implied certi-
fication case, declined to apply or
affirm the implied certification theory,

finding that no implied certification
had been made by the defendant.*

Thus, the backdrop against which
the Escobar case reached the United
States Supreme Court was this clear
split of authority among the circuits
on the viability and the scope of the
implied false certification theory of
liability under the FCA. The two
questions which needed to be decided
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in Escobar were (1) whether the
implied certification theory was a via-
ble theory of liability at all under the
FCA, and (2) if so, what should be

the proper scope of the theory.”

The Background and the

Lower Court’s Ruling in
Escobar

The facts in the Escobar case could
not have presented a more compelling
opportunity for the Supreme Court to
determine whether implied false cer-
tification should be permitted as a
foundation for liability under the FCA.
The case was brought by Carmen Cor-
rea and Julio Escobar, the mother and
stepfather of Yarushka Rivera. Rivera
was a teenager covered under Massa-
chusetts’ Medicaid program who received
counseling at Arbour Counseling Ser-
vices, a satellite mental health facility in
Lawrence, Massachusetts, which was
owned and operated by a subsidiary of
Universal Health Services. Between
2004 and 2009, Rivera received inter-
mittent treatment from five medical
professionals at Arbour. In May 2009,
while Rivera was being treated for bipo-
lar disorder, she had an adverse reaction
to a medication and suffered a seizure,
requiring hospitalization. After a sec-
ond seizure, Rivera — who was only 17
years old at the time — died. Her mother
and stepfather subsequently learned
that only one of the five professionals
who had been treating Rivera was prop-
erly licensed. The practitioner who had
prescribed the medication to which
Rivera had an adverse reaction and
resulting seizures was held out as a psy-
chiatrist when in fact she was only a
nurse who lacked authority to prescribe
medications without supervision. In
all, it was determined that some 23
Arbour employees lacked licenses to
provide mental health services, even
though they counseled patients and
prescribed drugs without supervision
in direct contravention of regulatory
requirements.’*

When submitting reimbursement
claims, Arbour staff members misrepre-
sented their qualifications and license

The Health Lawyer

status to obtain National Provider
Identification numbers and then sub-
mitted claims to Medicaid.” Armed
with this information, Carmen Cor-
rea and Julio Escobar, as qui tam
relators, filed an FCA case in 2011
under an implied false certification
theory of liability.”® Their basic theory
was that Universal Health Services
had defrauded the Massachusetts Med-
icaid program, which would not have
reimbursed the claims had it known
that it was being billed for mental
health services performed by unlicensed
and unsupervised staff.’” The district
court granted Universal Health’s
motion to dismiss based upon its hold-
ing that the majority of the regulations
relied upon by the relators were not
conditions of payment.

The First Circuit reversed in part
and remanded.” The First Circuit held
that a statutory, regulatory or contrac-
tual requirement can be a condition of
payment either by expressly identifying
itself as such or if compliance with that
requirement was material to the gov-
ernment’s decision to pay a claim.*

The First Circuit further held that
the regulations at issue here constituted
dispositive evidence of materiality to
payment because adequate supervi-
sion of nursing and counseling staff
was an “express and absolute” condi-
tion of payment.” Universal Health
then sought certiorari, which the
Supreme Court granted to resolve the
dispute among the various Courts of
Appeals on the validity and scope of
the implied false certification theory of

liability under the FCA.

The Supreme Court’s
Holding in Escobar

At the outset of its opinion, the
Supreme Court stated plainly: “We
first hold that the implied false certifi-
cation theory can, at least in some
circumstances, provide a basis for
[FCA] liability.”*" This might at first
blush appear to be a rousing victory
for proponents of the FCA, including
the government, which participated

continued on page 36
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only as amicus curiae in the Escobar
case because the DOJ had declined to
intervene in the case below. A plain
ruling that FCA cases may proceed
under the implied false certification
theory is a significant expansion of
the scope of liability under the Act.
As the Supreme Court noted, when
“a defendant makes representations
in submitting a claim but omits its
violations of statutory, regulatory, or
contractual requirements, those omis-
sions can be a basis for liability if they
render the defendant’s representations
misleading with respect to the goods
or services provided.”*

But the Supreme Court was not
finished by simply stating that the
implied false certification theory is a
viable FCA theory. In accepting that
the implied false certification theory is
viable, the Supreme Court clarified
that two basic requirements must be
satisfied: “first, the claim does not
merely request payment, but also
makes specific representations about
the goods or services provided; and
second, the defendant’s failure to dis-
close noncompliance with material
statutory, regulatory, or contractual
requirements makes those representa-
tions misleading half-truths.”® Noting
that the FCA does not define what
makes a claim “false” or “fraudulent,”
the Supreme Court suggested that
courts should apply common law fraud
and contract law principles to decide
what types of “half-truths” are action-
able under the FCA, but the Court
offered no real guidance on how lower
courts should apply these principles in
FCA cases. The Supreme Court’s
inclusion of the word “material” in the
second of the two conditions which
must be met for the implied false cer-
tification theory to apply at all is a
significant clarification to the scope of
the implied false certification theory,
and that issue is addressed separately
below. As for the claims in Escobar,
however, the Supreme Court was sat-
isfied that the billing codes utilized by
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Universal Health in submitting its
claims implied that it had qualified
personnel who were adequately super-
vised in performing the services and
that the claims represented action-
able material misrepresentations.*

Coming to the second part of its
task in Escobar, the Supreme Court
identified and addressed the question
as: “whether, as Universal Health
urges, a defendant should face False
Claims Act liability only if it fails to
disclose the violation of a contractual,
statutory or regulatory provision that
the Government expressly designated
a condition of payment.”® The Court’s
holding was that “the Act does not
impose this limit on liability.”* The
Court explained that “we also con-
clude that not every undisclosed
violation of an express condition of
payment automatically triggers liabil-
ity. Whether a provision is labeled a
condition of payment is relevant to
but not dispositive of the materiality
inquiry.”* In this respect, the Supreme
Court explained that the more impor-
tant question is not whether statutory
requirements are labeled as conditions
of payment, but rather whether com-
pliance with the requirements is
material to the government’s payment
decision.”® Although Universal Health
had argued in favor of an express con-
dition of payment limitation on the
implied false certification theory, the
Supreme Court rejected this argument
and explained its ruling as follows:

[Florcing the Government to ex-
pressly designate a provision as a
condition of payment would create
further arbitrariness. Under Uni-
versal Health’s view, misrepresent-
ing compliance with a requirement
that the Government expressly
identified as a condition of pay-
ment could expose a defendant
to liability. Yet, under this theory,
misrepresenting compliance with a
condition of eligibility to even par-
ticipate in a federal program when
submitting a claim would not.*
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Thus, instead of restricting the
scope of the implied false certification
theory by focusing on whether the
misrepresentation at issue was tied to
an express condition of payment, the
Supreme Court decided instead to
limit the theory by application of a
materiality requirement. Moreover, the
materiality requirement, which has
always been a part of the FCA, focuses
not on whether the actual contractual
obligation about which some omission
or misrepresentation is made was an
express precondition to payment, but
whether the misrepresentation is mate-
rial to the government’s decision to
pay the claim.

How then, might a relator or a
defendant in an FCA case predict or
conclude whether any given misrepre-
sentation is material to the govern-
ment’s decision to pay? Of course, “the
Government’s decision to expressly
identify a provision as a condition of
payment is relevant, but not automati-
cally dispositive.”” Other indicia of
materiality might include “evidence
that the Government consistently
refuses to pay claims in the mine run of
cases based on noncompliance with the
particular statutory, regulatory or con-
tractual requirement.””! On the other
hand, liability might not attach in cases
where “the Government pays a particu-
lar claim in full despite its actual knowl-
edge that certain requirements were
violated, [because] that is very strong
evidence that those requirements are
not material.”* Similarly, “if the Gov-
ernment regularly pays a particular
type of claim in full despite actual
knowledge that certain requirements
were violated, and has signaled no
change in position, that is strong evi-
dence that the requirements are not

material.””’

But lest one infer from these com-
ments that any statutory or contrac-
tual violation could be material, the
Supreme Court was unwilling to adopt
such an expansive view which would
make every possible ground on which
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the government could lawfully with-
hold payment a sufficient basis for
imposing liability under the FCA. The
Court made it clear that “insignificant
regulatory or contractual violations”
should not be viewed as material and
should not provide a basis for imposing
treble damages under the FCA.** In this
regard, the Supreme Court pointed out
that the materiality standard is demand-
ing and will not be held to have been
met when the noncompliance is merely
minor or insubstantial.”® The materiality
standard has always been, and remains
even after Escobar, a rigorous one.

Questions Remaining

So what is to be made of the Esco-
bar decision holding that the implied
false certification theory is viable, but
then reiterating that the FCA has a
“materiality” requirement even under
the implied certification theory under
the FCA? Unfortunately, that is a ques-
tion which will, again, have to be
taken up and explored by the lower
courts because the Supreme Court did
not offer any guidance on how to
weigh the various factors touching on
materiality, instead leaving it to the
lower courts to engage in a fact-inten-
sive weighing process. The Supreme
Court failed to provide any bright line
rule for ascertaining when a statutory
requirement or contractual term will be
viewed as material to the government’s
decision to pay. Nor did the Supreme
Court explain what evidence will be
required to establish that the govern-
ment “consistently refuses to pay”
certain types of claims or what evi-
dence might support a finding that the
government had “signaled no change
in position” on various types of claims
despite knowledge that requirements of
a statute or contract have been violated.

Another problem left unresolved
by Escobar is whether the weighing of
these factors touching on materiality
applies at the pleading stage or only
at the trial stage of these FCA cases.
For its part, although it offered no
exhaustive discussion on the issue,
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the Supreme Court rejected an argu-
ment raised by Universal Health that
applying materiality to FCA cases will
be too fact intensive for courts to dis-
pose of FCA cases on a motion to
dismiss or at the summary judgment
stage.’® The Escobar case itself was
only at the pleading stage, as the dis-
trict court had granted a motion to
dismiss the complaint.”” The Supreme
Court was of the view that the rigor-
ous pleading requirements of Federal
Rules of Civil Procedure 8 and 9(b)
are sufficient to test a FCA complaint
along with the “rigorous” standard for
materiality.”®

For now, the pleading stage seems
to be the most immediate battleground
for application of the approach adopted
in Escobar. The Supreme Court vacated
the First Circuit’s decision and remanded
the case. On remand to the First Circuit,
the arguments have been focused on
whether the relators have alleged in
their complaint representations which
are sufficient to pass muster under the
materiality standard addressed in Escobar.
On remand, Universal Health argued
that since Massachusetts Medicaid did
not withhold or suspend reimbursement
even after multiple investigations, the
misrepresentations regarding staff licen-
sure must not have been material to the
decision to pay. On the other hand,
Yarushka Rivera’s parents argued that
having qualified mental health person-
nel is central to the Universal Health
contract with Massachusetts Medicaid,
and if that were not so then Universal
Health would not have gone to such
lengths to hide the lack of qualified
therapists at its facilities. Alternatively,
the relators argued that if the standard
announced by the Supreme Court in
Escobar has not been met by their cur-
rent complaint, they should be given
leave to amend to meet the contours
of that standard.”

The First Circuit issued its deci-
sion on remand on November 22,
2016, concluding that the relators had
sufficiently pleaded a violation of the
FCA to avoid dismissal on a 12(b)(6)

motion.*
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Conclusion
While Escobar is one of the first

cases to apply the Supreme Court’s rul-
ing on the implied false certification
theory, no doubt the acceptance of the
theory will lead both the DO]J and the
relators’ bar to continue advancing that
theory in FCA cases. District courts
and the courts of appeals will continue
to struggle with how to apply the
Supreme Court’s clarification that,
while the implied false certification is
a viable theory under the FCA, mate-
riality is still the central consideration
in any FCA case.
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Endnotes

1 See Justice Department Recovers Over $3.5
Billion From False Claims Act Cases in Fiscal
Year 2015, available at: https://justice.gov/
opa/pr/justice-department-recovers-over-35-
billion-false-claims-act-cases-fiscal-year-2015.

2 The HEAT Task Force is a cabinet-level joint
task force created by the Department of
Justice and the Department of Health and
Human Services in May 2009. The full name
of HEAT is the Health Care Fraud Prevention
and Enforcement Action Team, and it oper-
ates in nine key cities to investigate and
prosecute healthcare fraud cases. Those cities
are: Baton Rouge, Louisiana; Brooklyn, New
York; Chicago, Illinois; Dallas, Texas; Detroit,
Michigan; Houston, Texas; Los Angeles,
California; Miami, Florida; and Tampa Bay,
Florida.
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FERA made a number of changes to the FCA,
including expanding “reverse” false claims lia-
bility under the FCA, expanding the
definition of “obligation” under the FCA to
include retention of an overpayment, elimi-
nating the need for presentment of claims
directly to the government for liability to
attach under the FCA, adding an explicit
materiality provision for false statements and
reverse false claims under the FCA, clarifying
the conspiracy provisions of the FCA, revising
the anti-retaliation provisions of the FCA and
expanding the DOJ’s ability to use Civil
Investigative Demands under the FCA.
PPACA made further amendments to the
FCA, including expansion of the scope of the
FCA by weakening the public disclosure bar
and expanding the scope of the original
source exception. PPACA also enacted a
60-day repayment requirement, after which
retention of funds may constitute an “obliga-
tion” under the FCA, and added a provision
specifying that claims resulting from an Anti-
Kickback violation constitute false or
fraudulent claims under the FCA.

136 S.Ct. 1989 (June 16, 2016) (referred to

herein as Escobar).

135 S.Ct. 1970 (2015).

31 U.S.C. § 3729(a)(1)(A) through (C).
See 31 U.S.C. § 3729(b)(1)(B).

31 U.S.C. § 3729(b)(1)(A)(i) through (iii).

United States ex rel. Quinn v. Omnicare, Inc.,
382 F3d 432, 438 (3rd Cir. 2004) (quoting
from United States ex rel. Clausen v. Lab. Corp.
of Am., Inc., 290 E3d 1301, 1311 (11th Cir.
2002)).

United States ex rel. Conner v. Salina Reg’l
Health Ctr., Inc., 543 E3d 1211, 1217 (10th
Cir. 2008).

Id.

See Rodriguey v. Our Lady of Lourdes Med.
Crr., 552 E3d 297, 303 (3rd Cir. 2009), over-
ruled in part on other grounds by United States ex
rel. Eisenstein v. City of New York, New York,
129 S.Ct. 2230 (2009).

Id.
Id.

See United States ex rel. Hutcheson v. Blackstone
Med., Inc., 647 E3d 377, 388 (1st Cir. 2011),
cert. denied, 132 S.Ct. 815 (2011).

See Mikes v. Strauss, 274 E3d 687, 698-699
(2nd Cir. 2001).

See United States ex rel. Westmoreland v. Amgen,
Inc., 707 ESupp.2d 123, 136-137 (D.Mass.
2010) (language of Medicare Enrollment
Application pertaining to compliance with
“all applicable state and federal laws” was not
sufficient to constitute express certification of
compliance with state and federal anti-kick-
back statutes), aff’d in part and rev’d in part,
652 E3d 103 (1st Cir. 2011).

The First Circuit spoke to this issue in United
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States ex rel. Hutcheson v. Blackstone Med.,
Inc., 647 FE3d 377 (1st Cir. 2011), cert.
denied, 132 S.Ct. 815 (2011), where the First
Circuit noted:

Judicially-created categories sometimes can
help carry out a statute’s requirements, but
they can also create artificial barriers that
obscure and distort those requirements. The
text of the FCA does not refer to “factually
false” or “legally false” claims, nor does it refer
to “express certification” or “implied certifica-
tion.” Indeed, it does not refer to “certification”

at all. Id. at 385.
274 E3d 687 (2nd Cir. 2001).

31 Fed. Cl. 429 (Fed. CI. 1994), aff’d 57 E3d
1084 (Fed.Cir. 1995), cited in Mikes, 274 E3d
at 699.

Mikes v. Strauss, 274 E3d at 700 (emphasis in
original).

This is an issue which arose again in Escobar.
289 E3d 409, 415-416 (6th Cir. 2002).

423 F3d 1256, 1259 (11th Cir. 2005).

543 E3d 1211, 1217 (10th Cir. 2008).

616 E3d 993, 996-998 (9th Cir. 2010).

626 E3d 1257, 1267-1270 (D.C.Cir. 2010).
Blackstone, 647 E3d at 387.

659 E3d 295, 306 (3rd Cir. 2011).

764 E3d 699, 711-712 (7th Cir. 2014).

788 E3d 696, 711-712 (7th Cir. 2015).

United States ex rel. Steury v. Cardinal Health,
Inc., 625 E3d 262, 270 (5th Cir. 2010).

See Escobar, 136 S.Ct. 582 (2015) (granting
certiorari on question whether implied certifi-
cation is a viable theory under the FCA and
whether, if it is viable, it is limited to cases
where the certification in question relates to a
condition of payment).

See generally, Escobar, 136 S.Ct. at 1997.

Escobar, 136 S.Ct. at 1997. For example, one
Arbour staff member who treated Rivera regis-
tered for a National Provider Identifier (NPI)
number associated with “Social Worker, Clinical,”
although lacking the credentials and licensing
required. Id.

Id. at 1997.
Id. at 1998.
Escobar, 780 E3d 504, 517 (1st Cir. 2015).

The First Circuit said: “Preconditions of pay-
ment, which may be found in sources such as
statutes, regulations, and contracts, need not
be “expressly designated.” Hutcheson, 647 E3d
at 387-88. Rather, the question whether a
given requirement constitutes a precondition
to payment is a “fact-intensive and context-
specific inquiry,” Amgen, 652 E3d at 111,
involving a close reading of the foundational
documents, or statutes and regulations, at
issue. Cf. United States v. Sci. Applications Int’l
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Corp., 626 E3d 1257, 1269 (D.C.Cir.2010)
(“The existence of express contractual lan-
guage specifically linking compliance to
eligibility for payment may well constitute
dispositive evidence of materiality, but it is
not...a necessary condition.”). 780 E3d at

512-513.

Id. at 514.

Escobar, 136 S.Ct. at 1999.
Id.

Id. at 2001.

Id. at 2001. As the Supreme Court ultimately
held: “This case centers on allegations of
fraud, not medical malpractice. Respondents
have alleged that University Health misrepre-
sented its compliance with mental health
facility requirements that are so central to the
provision of mental health counseling that
the Medicaid program would not have paid
these claims had it known of these viola-
tions.” Id. at 2004.

Id. at 2001.

Id.

Id.

Id. at 2001 (citation omitted).
Id. at 2002.

Id. at 2002.

Id.

Id.

Id. at 2003-2004.
Id. at 2004.

Id.

Id. at 2004 n.6.
Id. at 1993.

Id. at 2004 n.6.

The briefs after remand from the Supreme
Court are filed in the First Circuit in Case
Number 14-1423, along with various briefs of
amici curiae including the Commonwealth of
Massachusetts, the United States and the
Taxpayers Against Fraud Education Fund — in
support of the relators — and the National
Association of Psychiatric Health Systems, the
Massachusetts Hospital Association and the
Chamber of Commerce of the United States
in support of Universal Health. Oral argument
on remand was held on October 25, 2016.

The First Circuit’s decision on remand was
filed on November 22, 2016, and appears on
PACER under Case Number 14-1423. It had
not yet been published as of the publication
date of The Health Lawyer. The First Circuit
specifically rejected the Universal Health
claim that Massachusetts Medicaid continued
to pay claims despite knowledge that UHS
was not in compliance with the applicable
regulations regarding the training and creden-
tials of its personnel.
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