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cannabis, since marijuana is a term

which s considered racist and deroga-
tory to many international readers.
Cannabis has achieved semi-legal status
in the United States for use as a medicine
in 14 states,' although its status by federal
classification remains Schedule I under
the Controlled Substances Act: '

A) A drug or other substance that has a
high potential for abuse.

B) A drug or other substance that has
no currently accepted medical use
in treatment in the United States.

C) There is a lack of accepted safety for
use ‘of the drug or other substance
under medical supervision.™

Therefore, prescribing cannabis is

impossible under present DEA regula-
tions and knowingly prescribing con-
trolled substances to a person who is using
cannabis—regardless of whether for
medicinal or discretionary purposes—will
potentially violate DEA licensure for the
provider. Two synthetic prescription med-
ications currently exist in the U.S. that can
be prescribed. This conflict in its legal
status between state and federal regula-
tion remains a gray area and will be dis-
cussed in this article. The author lives in
Montana, which legalized the medical use
of cannabis in 2004. We will discuss how
its use in pain medicine might be ap-
proached without forfeiting DEA licensure.

In this article, we will use the term

The Montana Experience
Presently, there are more than 14,000 reg-
istrants in Montana with more than 11,000
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Some observations about a controversial treatment.
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Editor’s note: be clearly advised that Practical Pain Management neither endorses, supporis,
or condemns the use of cannabis in pain treatment. We have chosen to publish this article from
among others we have received on this subject because it presents what appears to be factual
“information from Montana, a staté that fundamentally has sanctioned its use.

giving ‘chronic pain’ or ‘chronic pain and
muscle spasms’ as the reason for registra-
tion.? There are more than 2,500 “medical
caregivers” who are registered to grow and
provide cannabis to the patients. Montana
law also allows for a registered caregiver
to grow and provide cannabis to the reg-
istered user. )

At the time of publication, no providers
in Montana have had to either forfeit their
DEA license or been subjected to state
licensing board discipline for prescribing
controlled substances with cannabis use.
One provider has been censured for inap-
propriately providing registration in a
series of clinics held on weekends-with
hundreds of registrations in each ‘clinic.
One provider in Montana has provided
more than 3,000 registrants with certifica-
tion to use medical cannabis. In most
cases, after registration is obtained, the
“patient” has no formal followup with the
provider until the next year for renewal.

Cities and counties in Montana have

varied widely in their approach to the issue
of medical cannabis. Some have local laws
banning its use. Others have formal regu-
lation of the provider storefronts. An
informal survey by localjournalists has not
revealed a significant difference in crimi-
nal activity in the municipalities with a
high tolerance for use. The overarching
concern has been the bogus acquisition
and use of cannabis by young persons,
some of who are still in high school.

Online Survey of Cannahis Users
The author performed an open-ended

online survey of cannabis users in
Montana. The survey was advertised by
giving an interview which was published
in the five largest newspapers in Montana
and spread to the internet news sources
for medical cannabis and cannabis
reform. There were 360 participants, with
292 of them being Montana medical

_ cannabis registrants. Of the 292 respond-

ing as Montana registrants, only 13% were
between the age of 21 and 30 years while
actual MT registration statistics indicate
that more than 25% of the registrants are
in that age range. Because of the methods
used, and comparison to the known reg-

istrants from Montana state sources, the

survey may not be representative of the
actual registrant population. 79% of the
respondents have a caregiver but 48%also
grow their own cannabis. ’

Background of Cannabinoids

A synthetic form of the main psychoactive
ingredient of cannabis—tetrahydrocan-
nabinol-delta-9 (THC)—has been avail-
able by prescription in the USA since
1986 (dronabinol, marketed as Marinol®)
and was downgraded from Schedule If to
Schedule III in 1999' when it was noted
that it has little street value because its cost
exceeds the cannabis available.’ It is listed
for use in nausea and vomiting associated
with cancer chemotherapy and appetite
improvement for patients with AIDS. An
additional synthetic cannabinoid, race-
mic-nabilone (marketed in the USA as
Cesamet®), has approval for chemother-
apy-related symptoms. Some providers
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TABLE 1. Survev Results of 292 Medical Cannab'is Registrants in Montana

 PREFERRED METHOD OF USE

have used both medications for chronic
pain. In Canada and Europe, a cannabis-
based medical extract is approved for use
as an oromucosal (mouth) spray
(Sativex®). This product is entirely
derived from the cannabis plant itself—
with specially grown cannabis plants—
and an extensive quality control process
involved in production. A book was
written about the development of this
product,’® which has entered Phase $ drug
testing in the USA.

A synthetic cannabinoid receptor inverse

agonist—rimonabant (Acomplia®)—was
approved in Europe for use in obesity, but
with reports of “serious psychiatric disor-
ders” associated with its use, was with-
drawn from the market in 2009.7 It was
never marketed in the United States.
Cannabinoid receptors were identified
in 1988.° There are two general receptor
types, CB1 (generally in the CNS) and CB2
{(generally in the immune system).’ These
effects are widespread, and act upon the
gastrointestinal, cardiovascular and skele-
.tal system." The major endogenous
cannabinoids in humans are anandamide
and 2-arachadonoyl] glycerol (2-AG)."
Cannabis has a widespread variation on

TREATMENT OUTCOMES
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its constituents, and has been cultivated
for thousands of years. The desired
content for discretionary use is the psy-
choactive substance, THC, which is prima-
rily a CB1 agonist. Another major con-
stituent is cannabidiol (CBD), which has
little or no psychoactive effects.® Almost
all of the cannabinoids have anti-inflam-
matory effects.” It is felt that the combi-
nation of active ingredients in cannabis
exert an entourage effect® which explains
better results with cannabis than the
single-agent CB1 agonists currently avail-
able n the United States.

Discussion

Because of the prevailing federal policy
which regulates controlled-substance pre-
scribing and dispensing, we have been
given a legal opinion by counsel that know-
ingly providing controlled substance pre-
scriptions or dispensing intrathecal con-
trolled-substances to cannabis users could
result in a loss of licensure, although we are
not aware of this actually occurring. We
have a policy of including a paragraph in
service agreements for intrathecal pumps
and controlled-substance prescribing that
states we will not prescribe controlled-sub-
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stances for persons continuing to use
cannabis. From a technical standpoint, it

“ doesn’t appear that cannabis has signifi-

cant drug interactions with opioids. Addi-
tive effects on motor control and mental
status do occur. Studies regarding alcohol
use with cannabis have shown significantly
higher risks in operating motor vehicles."?

Concerns and Benefits of Cannabis
The safety profile of cannabis is well-estab-
lished. The toxicity of the substance is
extremely low; it is essentially impossible
to consume a toxic amount of cannabis.
The primary concern of medical and
health organizations is that smoking any-
thing is an unhealthy practice, so other
routes of administration need to be
employed if cannabis is to used for
medical conditions.

Psychiatric side-effects can be severe in
persons with pre-existing psychiatric con-

- ditions such as bipolar disorder and schiz-

ophrenia, especially when cannabis is used
in adolescence, with cannabis use before
age 15 resulting in a four-fold increase in
psychosis by age 25."*" There are reports
of cannabis-induced psychosis, although
this may be an early appearance of psy-
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chosis which can improve with absti-
nence.'® It appears that cannabis use
under the age of 20 may have negative
effects on the maturing nervous system.

There are many small studies that have
touted cannabis use for seizures, polyneu-
ropathy, anxiety and chronic pain. Its use
for symptom management in multiple
sclerosis, including pain, spasticity and
possibly fatigue, is established.”

Case Report 1. The patient was 2 69-
year-old female with widely metastatic
breast cancer, seen.in pain clinic for severe
back pain, with radiation of pain into the
left foot. MR imaging demonstrates a left
paracentral disc protrusion at the lum-
bosacral junction. She has significant
nausea with the use of oral opioids. She
is given a transdermal fentanyl patch
(0.025 mg per hour), which is tolerated
somewhat better but still causes nausea.
She has lost more than 40 Ibs during and
after the chemotherapy and describes
anorexia. A ﬂuomscopically-guided caudal
epidural steroid injection provided about
95% relief. She was started on Cesamet®
(nabilone) 1 mg twice daily, which
improved her nausea and also improved
her appetite. The effects lasted for about
9 hours, so she began to take the medica-
tion at 1 mg three times daily. This pro-
vided good relief of her pain and nausea,
with an improved appetite. She was
pleased with the combination of the fen-
tanyl and nabilone.

Case Report 2. The patientis a 74-year-
old female with a history of a left thala-
mic stroke, with no residual weakness or
functional deficits. She developed a
severe hemidysesthesia after the stroke,
affecting her right side, with facial
involvement. She has been diagnosed
with Alzheimer-type dementia as well.
She has been tried on gabapentin, prega-
balin, amitriptyline, nortriptyline, dulox-
etine and transdermal fentanyl, none of
which have been helpful. She is being
given Aricept® (donepezil) and Namenda®
(memantine HCI) combination therapy.
She is taking transdermal fentanyl (0.025
mg per hour, changed every 3 days). She
has had some moderate relief with
naproxen, but this was withdrawn when
she had mild kidney failure. A friend
shared some cannabis-containing cookies
that gave her very good relief and allowed
her to sleep for six hours. Her provider
will not give her the permission to use

medical cannabis with the fentanyl. Sub-
sequently, she was given 2 prescription
for Marinol® (dronabinol), 5 mg. Her first
dose made her sleep for more than 18
hours. This was adjusted to the 2.5 mg
dosage, which was less sedating, and gave
fair pain relief. The patient noted that
the cannabis-containing cookies were
superior.

Case Report 3. I was asked to see this
patient as a pain consult. The patient is a
52-year-old male, a disabled nurse with
three previous spine surgeries. He has
been prescribed 80mg of extended-
release oxycodone 3 times daily, with 4mg
of immediate-release hydromorphone
every 4 hours for breakthrough pain, up
to 5 times daily. Additionally, he is taking
carisoprodol 350mg 5 times daily and
diazepam 10mg 3 times daily. He has
refused to obtain a primary-care provider
for his medical needs, and refused to con-
sider any change in the oral medications.
Unbeknowst to the provider, and having
failed to mention it in an initial interview,
the patient had obtained a medical
cannabis registration and was using
cannabis regularly. A routine initial urine
drug screen demonstrated a positive
cannabis use. Upon being made aware of
this, the patient stated that he had the
tight to use the cannabis since he had a
registration. He was offered the alterna-
tive of dronabinol, but refused it. As a
result, he sought another provider for his
treatment. )

Summary

Cannabis use in public policy remains
controversial because of state and federal
law contradictions. These issues involve
both discretionary use and the legitimate
medical use of cannabis, either as abotan-
ical product or as a medical extract. The
pain practitioner has a special concern,
since it appears that cannabis has pro-
found and unique effectiveness for some
painful and disabling conditions.

In Montana, 299 persons died of pre-
scription drug overdoses in 2009, with less
than 25% of them having been prescribed
the medications that were the cause of
death."” Although far less dangerous than
any other controlled-substances (no
deaths are known to have been caused by
cannabis overdose), pain providers that
prescribe controlled-substances and rec-
ommend cannabis use may—until 2 more
uniform policy nationwide is estab-
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. Rhode Island, Vermont and Washington. A pending

lished—Dbe subject to loss of DEA licensure.
We would hope that the future brings more
clarity to these policies. B : ‘

K. Allan Ward, MD, is a graduate of Unaver-
sity of North Dakota School of Medicine. He
is a board-certified physiatrist, with subspe-
cialty certification by that board in pain medi-
cine. He is also a diplomate of the American
Board of Electrodiagnostic Medicine. He
serves as a consultant for Great Falls Ortho-
pedic Associates in Greal Fulls, Montana. His
work includes office and interventional pain
management.
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~ A discussion on medical cannabis regulation in Montana

By K. Allan Ward MD. Staff consultant, Benefis Pain Clinic. Specialist, pain medicine, physical medicine
& rehabilitation.

The opinions shared here are my own, and are not shared by any organization of which I am formally
affiliated. :

There is a widespread abuse of the voter-mandated proposition for the use of medical cannabis in
Montana. However, in spite of this, MT has not seen any catastrophic rise in trafflc fatalities, violent
cannabis- related offenses, or deaths.

Medical evidence for cannabis in the treatment of spasticity, pain, polyneuropathy, adult failure to
thrive and multiple sclerosis are extensive’. Numerous studies attest to its safety and tolerability,
although the preferred smoking method is a concern?.

A recent report in the most respected medical journal in the world, The Lancet, has established a list of -
dangerous drugs based upon both personal and societal effects, separately and taken together. While
there is no doubt that the risks of certain “hard drugs” are obvious on a personal level, including heroin
(diamorphine), methamphetamine and crack 'cocaine, alcohol presents the greatest risk due to its legal
status and ubiquitous use. Similarly, tobacco has great risks due to its effect upon individuals. The
study is not easy reading, but it may be fairly summarized in placing cannabis below the mentioned
drugs®. 299 persons died of prescription drug overdose in MT, 2009. 221 persons died in motor
vehicle accidents in MT in 2009, Of these, 94 were alcohol-impaired® .

As a practicing pain physician, also providing cares for narcotic addicts, | must conclude that cannabis is
not of the same category as opioids in terms of risk. Aside from driving fatalities, cannabis is not a
significant risk for overdose-related deaths. | have performed a study of more than 350 cannabis users
in MT®.  The study indicates that cannabis is useful in treating pain, insomnia and a number of
neurological disorders. Side-effects primarily involve altered mental status. A majority of patients of
working age were employed. Most stated that they would avoid driving if they were impaired. In
comparing these statistics to my own clinic data, and that of other physicians prescribing narcotics for
chronic pain, cannabis use is more likely to sustain employment than opioids.

I would conclude that cannabis should be viewed as another valuable medication for treating certain
conditions, notably cancer and multiple sclerosis, but also some types of pain. It has significant side-
effects that are not life-threatening. Its effective use should be assessed in a fashion similar to other
controlled substances. These standards have been published online by the MT Board of Medical
Examiners’. The present status in MT essentially has exempted the cannabis patient from these
standards. MT, along with the other states that have medical cannabis legislation, have contradictory
statutes to the federal law, which classifies cannabis and its derivatives as a Schedule 1 dangerous drug
with “no medical use” &




I would propose that regulations relating to cannabis should view it as beihg about the same as milder
narcotics, and that medical supervision use the same standards as the narcotics. The recommended
steps should include a history and physical, a diagnosis that establishes legitimate use, and ongoing
follow-up to confirm safe and effective use. The present system seems to place the follow-up upon the
shoulders of either the patient-user or the cannabis caregiver, neither of whom are medically qualified
to make that determination. . The only requirement is an annual recertification, which is hardly a
sufficient method to determine legitimate, safe use.

If the balance between appropriate use and safe regulation is to occur, it must be fair-minded. To
place regulatory burdens that exceed more dangerous drug prescribing is unjust, and will probably lead
to further underground, illegal commerce in cannabis. | would respectfully submit that proposed
regulations recognize the need for cannabis treatment being viewed as an equivalent to the present
opioid prescribing standards proposed by the medical licensing board of MT. The present status in our
state has allowed opportunistic abuse of the present statute. As a result, many persons under the age
of 40 have obtained a “marijuana card” to legally use cannabis with no valid medical purpose. This

abuse threatens the population that benefits from its safe and appropriate use. |would submitthata -
middle ground can be legislated.

Dr. Ward is a board-certified specialist in physical medicine and rehabilitation, with subspecialty
certifications in pain medicine and electrodiagnostics. He practices as a consultant in central Montana
with the Benefis Pain Clinic and Great Falls Orthopedic Associates. His practices includes the diagnosis
and treatment of pain, narcotic addiction and peripheral nerve condtions. He welcomes interaction
with legislators, and would be pleased to discuss his survey findings and experiences:

mail drop@dr.com

Office phone: 406 455 2132
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K. Allan Ward, M.D.
Box 29 * Great Falls MT 59403-0029
cell: 406 899 8360 * pain_doctor@doctor.com

TO: House Human Services Committee
FROM: Dr. Allan Ward
RE: HB 68 — Recommended Improvements

I write to support HB 68 — but also to strongly urge some important improvements in this
proposal.

I am one of Montana’s few pain specialists. I work with patients from all over the state, along
with their primary care physicians, who refer the patients for my assistance. I myself have never
made a medical cannabis recommendation, as I prefer to leave that judgment to the primary care
physicians (many of whom have done s0). But I have studied the voluminous, published
professional literature on cannabis with intense interest and, in addition, have conducted the only
serious study I know of on the results experienced by Montana cannabis patients.

HB 68 offers, in my view, a thoughtful and workable framework for controlling Montana’s
medical cannabis program in sensible and much-needed ways. But I also believe it would punish
the state’s many genuine pain patients for the sins of those who have operated shoddy and
unacceptable “clinics.” The behavior of physicians and clinics can be controlled and regulated in
smarter, more direct ways — and HB 68 contains such proposals.

Chronic pain is much more common than many lay people — and even than many physicians —
understand. In Montana, particularly in our vast more rural areas, it can be very difficult for
people to find and receive adequate pain treatment. Meanwhile, both the scientific literature and
the experience of Montana patients demonstrates that cannabis can allow patients to reduce or
eliminate their need for riskier opiates — and that cannabis patients as a rule can function more

productively in society than can the typical patient who is dependent on narcotics for pain relief,

I hope you will take the time to read my attached analysis and my published article on the
Montana research I mentioned, which appeared in the peer-reviewed journal, Practical Pain
Management, late last year. Please note that most cannabis patients are gainfully employed,
contributing members of society, whereas most narcotics patients cannot function as well.




Turge ybu to amend HB 68 to eliminate the requirement that pain patients receive
recommendations from two separate physicians. There is no need in my judgment to treat
cannabis any differently than heavier prescription drugs. A two-doctor requirement would be a
financial burden to most patients, but would not ensure better decisions by physicians. HB 68’s
other new requirements of physicians — that they be residents of the state; that they affirm a.
physical exam or thorough review of medical records before considering a cannabis
recommendation; that they continue to see the same patients for regular follow-up — these
provisions would eliminate the “shoddy recommendation” problem that has tarnished the state’s
medical cannabis program, but without punishing one class of patient unfairly.

Thank-you for your consideration. Please feel free to contact me at the email or phone listed
above should you have any questions or wish to discuss these issues.




