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From The Executive Editor

Cannabis and the Pharmacist

No, that is not the title of a new fairy-tale novel from Alice in Wonderland. Rather, it is the
subject of great question in California, Florida, Maine, and Nevada concerning one thing: legalizing
cannabis. All four of these states have ballot measures in the November election that would legalize
recreational use of cannabis. These states are considering following in the footsteps of Oregon,
Colorado, Washington state, and Alaska, who have decriminalized cannabis at a state level.
Cannabis measures are creating an interesting macro-level tension between states’ rights and the
role of the federal government in activities such as drug legalization. This tension is also felt at more
micro levels, such as when considering the role of a pharmacist and pharmacy in the regulation and
supply chain distribution of a federally illegal, but state-permitted drug.
The California Pharmacists Association (CPhA) has professional policies that support pharmacists
and pharmacies being involved in the supply chain of medical marijuana. CPhA supports the
“legalization of marijuana for medicinal use and that pharmacies be the distribution channel.”
CPhA does not have a policy on recreational marijuana. Further, “CPhA supports amending the
federal and state Controlled Substances Acts to improve the conformity between state and
federal classifications for control and procedural purposes.” It is this second policy that creates the
juxtaposition for pharmacists and pharmacies since, federally, cannabis remains a Schedule 1 illicit
drug under the Controlled Substances Act, yet may very well become legal within the state.
As recently as August 11, 2016, the Drug Enforcement Administration (DEA) announced it
had denied two petitions to reclassify marijuana. As long as cannabis remains a Schedule 1 drug,
pharmacists cannot be involved with any marijuana dispensary—whether medicinal or recreational.
To do so places the pharmacist’s DEA license (and potentially state licensure) at risk of revocation. In
2015, California created a regulatory body to oversee the licensing of medical marijuana transporters,
distributors, dispensaries, and testing laboratories . The Bureau of Medical Cannabis Regulation is
the California state agency charged with regulating medicinal cannabis, and if November’s measure
passes, would oversee licensing of recreational cannabis.
Pharmacists are the experts at understanding the use and impact of all medications with patients.
Today, pharmacists are already offering expert medication counseling to patients when they present
at the pharmacy under the care of medicinal marijuana, other illicit drugs, as well as traditional
medicines. It stands to reason that public policy would want to support pharmacists being in the lead
with regards to the regulation and dispensing of cannabis. If a state reschedules cannabis and wants
to ensure a responsible means of regulation and distribution, then removing the risk of licensure
revocation for a pharmacist and pharmacy is one step in the right direction. As a matter of health
policy, it is confounding that there is such a disconnect between states who are approving cannabis
for use and the federal regulators. This has only served to force the industry underground, outside of
the traditional, highly regulated research and oversight that every other manufacturer and distributor
of medicines must meet.
Perhaps the wave of public policy that appears to be building within multiple states will build
national pressure so that state and federal governments will be forced to reconcile their regulation
of cannabis, both medicinally and recreationally. But until that occurs, pharmacists and pharmacies
are caught in the crossfire and can only stand by and watch communities struggle with effects of
cannabis legalization without the benefit of their expertise.
CPhA does not have a position on California’s November ballot measure but will closely monitor
the election results. If the measure to legalize recreational cannabis in California passes, be assured
that pharmacists will engage in discussions with the Board of Pharmacy and Bureau of Medicinal
Cannabis Regulation to see how we can stimulate regulation and pharmacist involvement at a federal
level. This would provide a tremendous opportunity for pharmacists to
do what they do best, which is contribute to public health in a manner
in which the public and the supply chain is accustomed.
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From the President

When we think about relationships, the first thing that
usually comes to mind is the relationship with our significant
others. We also think about the relationships we have with
our family and friends. But what about the relationship we
have with our mentors? I can say that the mentors in my
life have had a profound influence on my life and I would
not be where I am today without them. During CPhA’s
annual West Coast Pharmacy Exchange Meeting and on
the previous issue of the California Pharmacist, I challenged
our membership to go reach out to students and new
practitioners, to build on new connections and get them
engaged. It has to start somewhere.
When I meet highly engaged individuals (student or
pharmacist) as I make my rounds to the different local
associations and different schools of pharmacy, I always
try to ask them, “Where did it all begin? How did you start
becoming active here?” The number one answer I always
get is, “Someone reached out to me and got me started.”
Which makes complete sense, as we don’t know what we
don’t know, and all it takes is someone to take time out
to educate us. Once we're in the know and find a specific
value in it, we will most likely continue on with it. It also
doesn't hurt to have a knowledgeable mentor guiding us
along the way.

“It’s a powerful feeling,
knowing the people you
admire most believe in
you, and that you have
their full support.”
Mentor relationships are tricky. It can be very timeconsuming. Scheduling can be difficult. Finding the right
person that's relatable and connects on the same level
will probably be the most difficult part. But once you find
that right mentor relationship, it’s worth every investment.
If it’s worthwhile, people will make the time and effort
to make it work. It’s a symbiotic type of relationship
where both sides get some type of benefit for it to be
maintained and continue on. For the pupil, it’s growth and
education, learning directly and indirectly from the mentor’s
experience. For the mentor, knowledge and experience in
developing a special force in the profession to perhaps one
day lead us into the future.
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By Edlen Wong, Pharm.D., FCPhA
California Pharmacists Association
President 2016-2017

This takes me back to my set of mentors. Whether the
mentor came in the form as an elementary school principal,
a pharmacy manager, a faculty advisor, a pharmacy school
professor, a preceptor, an alumni colleague, or former CPhA
presidents, the thing they all had in common was that they
believed in me and spent the time answering my questions.
To me, they are my heroes in pharmacy. I look up to them
with all the wealth of experience and knowledge they have.
They saw potential and believed in me when I didn't realize
that I had it in me myself. It’s a powerful feeling, knowing
the people you admire most believe in you, and that you
have their full support. It's always that initial confidence
hurdle you've got to overcome; once you achieve that,
your thoughts become clear that you can and you will. And
especially with your mentors behind you fully, that hurdle
becomes smaller and easier to surpass.
To all the mentors out there, keep on doing what you
do. I would thank you for all the time and effort you spend
with your pupils, but we all know you don’t do it for the
thanks. Your thanks will come when your pupil achieves
success. With that being said, please continue to foster new
relationships and share that knowledge and experience. And
for those who may still be sitting on the sideline waiting, I
ask you, “Who's your hero?” Or better yet, “Who will you
be a hero to?”
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Commentary

Intern Pharmacist with

Senator Jeff Stone, PharmD
By Bryan Lian, PharmD
Working as the first intern pharmacist at the California State Capitol for
Senator Jeff Stone, PharmD was an
amazing experience. There is no better way to learn about how legislation
is made and the politics that affect
our profession than from the “inside,”
and that is what this experience
allowed me to see firsthand. Senator
Stone has worked on multiple pieces
of legislation that have advocated
for pharmacists and even expanded
pharmacists’ scope of practice.
For example, SB 590 (removes the
affidavit documentation requirement
for intern pharmacists hours), SB 277
(requires all children attending public
schools to be vaccinated), and AB 627
(made P.B.M. reimbursements more
transparent to pharmacies). During the
short time I had with Senator Stone, I
was given the opportunity to directly
contribute to discussion that made a
difference in pharmacy, healthcare and
the general welfare of Californians by
educating non-healthcare professionals who crafted legislation.
The best part of working in the
Capitol was the time and effort that
Senator Stone and the staff put into
teaching me about the process and
politicking it takes to make things
happen in Sacramento. I learned the
legislative process, important communication skills, and to critically
analyze and draft bills. The office was
also very receptive to my opinions
and analysis on everything. I was able
to help draft legislation dealing with
medical marijuana and driving under
the influence. I also helped draft a bill
that would seek to provide a method
for safe disposal of syringes.

The most hectic time at the Capitol
was during the last two weeks of
the Senate session when bills either
pass or fail, in late August. This was
the time when there were the most
people at the Capitol advocating and
lobbying. The hardest part about
those two weeks was during bills
amendments, when changes had to
be analyzed quickly. This was a very
important time to advocate to the
Legislators because the amended
versions can be drastically different
compared to the original bill – language, intent, and details. The end
of session was also my favorite time
here because, as a staff member, I
was on the Senate Floor and got to
interact and learn from staff members
from other Legislators’ offices.
Additionally, I also brought a
student pharmacists contingent
from the University of the Pacific
School of Pharmacy to the Senate
session where Senator Stone gave

an announcement welcoming the
University of Pacific’s Student Pharmacist Advocacy Coalition. The end
of session was hard work but it was
also a time celebrated by everyone
at the Capitol. Before the start of the
last two weeks of session, there was
a Capitol pot luck event where about
100 offices brought in some amazing
home-cooked dishes and dessert.
After the Senate session was over,
Senator Stone took me to Riverside
County to show me around the district
he represented. While in the district,
I stayed at the Senator’s home and
worked at both the Murrieta and Indio
offices. I attended ribbon-cutting
ceremonies, networked within the
community, attended the California
Republican Party Convention in Anaheim, and toured multiple businesses
including a surgical center where the
Senator discussed bills that would
have an effect on their business and
new legislation that could improve the
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overall healthcare system. When they
are in the home district, it is an outstanding opportunity to effect change
because the Senator and Assembly
members are actively looking for new
ideas for bills for the incoming year.
Working at the district, I learned how
important local advocacy is since this
is how the Senator discovers how he
can help address problems in his district. This is something students from
every pharmacy school can work on.
Under the tutelage of Senator
Stone, I was allowed to be the sole
representative for the Senator before
the Script Your Future planning
meeting at CPhA headquarters and a
Board of Pharmacy meeting. At the
Script Your Future planning meeting,
I brought back information on the
success of the organization, discussed
how Senator Stone is working to
increase Medi-Cal payment rates,
and discussed how he is working
to expand the scope of pharmacy
practice by allowing pharmacists to
prescribe diabetes and hypertension
medications. I connected the California

Nursing Association with the University of Pacific in hopes that they
would be able to start an inter-professional, educational program together.
At the Board of Pharmacy public
meeting, I got to raise the issue of the
FDA investigating 503A compounding pharmacies rather than only 503B
compounding pharmacies, which
was a problem because these 503A
compounding pharmacies were being
audited based on standards the FDA
had that were different from the California State Board of Pharmacy. This
was a unique experience because
despite my status as a student, I was
able to have influence in changing the
law.
I appreciated the Legislators and
professional Associations like CPhA to
help expand the practice of pharmacy
and serve more people in the State
of California. It is through this rotation that I got to see how hard CPhA
works for pharmacists by its extensive political advocacy efforts at the
Capitol and at the Board of Pharmacy.
It was through CPhA that I was able

1-(877)-360-0095
www.buy-sellapharmacy.com
A 15-year track record of successfully completing
more than 400 independent pharmacy sales.

to meet Assistant Surgeon General
Pamela Schweitzer PharmD, who
came to California to advocate for the
profession of pharmacy.
It is very important for pharmacists
and student pharmacists to advocate
for themselves to fully utilize our
professional potential. It enhances
our presence before the politicians
and the political process, which
make things happen in California
and improve the general health and
welfare of Californians. It allows us
to practice to the fullest extent our
educational training and abilities.
My experience from this rotation
and the network I have built here will
last me a lifetime. After graduation, I
plan on putting in extra time to advocate for my profession and continue
my involvement with public service in
my community.

About the Author
Bryan Lian, PharmD, is a 2016
graduate from the University of the
Pacific, Thomas J. Long School of
Pharmacy and Health Sciences.

Your Local Specialist
Steve Wagner
stevew@buy-sellapharmacy.com
Tel: 1-(818)-309-6229

Completely Confidential!

The road from the contemplation of a sale to the closing of a deal
is filled with obstacles, road blocks and speed bumps.
Let us help you navigate them successfully.
1. Contemplating a sale

2. Evaluating the business

3. Finding a buyer

4. Negotiating price & terms

5. Letter of Intent

6. Purchase agreement

7. Buyer financing

8. Transition issues

9. Taking inventory

This is what we do every day, all day. It’s a full time job. Don’t
10. Closing the Deal
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successfully. Visit our website to view a list of references that you can contact.
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Clinical Practice Capsule

Recommendations for the

Treatment of
Alzheimer’s Disease (AD)
By Craig S. Stern, RPh, PharmD, MBA, FASCP, FASHP, FICA, FLMI, FAMCP, FCPhA, CSP;
Andrew Magnaye, PharmD Candidate 2016
Introduction
Clinical Practice Capsules (CPC) are short summaries of diseases and syndromes written for all prescribers. The CPCs contain
a description of the disease/syndrome, diagnostic criteria, treatment algorithms including options and prices. We welcome
submissions from all students and practicing pharmacists. Multiple examples are available on the CPhA Journal website.

Tests for Alzheimer’s Disease and Dementia
The diagnosis of Alzheimer’s disease (AD) is made through a complete assessment that considers all possible causes. The tests
involved include a medical history, physical exam, neurological exam, mental status tests, brain imaging, and genetic testing.

Algorithm for Differential Diagnosis of Alzheimer’s Disease1
Dementia

Step 1:
Medication
Review

Step 2:
Laboratory Tests
& Physical Exam

Step 3: CT or MRI

Step 4: Mood
Assessment

Diagnosis:
Alzheimer's
Disease

Medical History

• Current and past illnesses, any medications the patient is taking, and medical conditions
affecting
other family members (AD or related dementias)
• If medication-induced dementia: Reduce or change medication

Physical Exam

• Review diet, nutrition, use of alcohol, and all medications
• Check blood pressure, temperature, pulse, heart, lungs, blood/urine samples
• If hypothyroidism, B12 deficiency, or systemic illness: Treat underlying causes

Neurological Exam

Test reflexes, coordination, muscle tone/strength, eye movement, speech and sensation

Mental Status Tests

• Mini-Mental State Exam (MMSE): Score of 20 to 24 (mild dementia), 13 to 20 (moderate
dementia), and <12 (severe dementia)
• Mini-Cog: Score of 3 recalled words (negative for cognitive impairment), 1-2 recalled
words + normal CDT (negative), 1-2 recalled words + abnormal CDT (positive), and 0
recalled words (positive)
• Mood Assessment: Treat depression if present

Brain Imaging
Genetic Testing

Structural imaging with MRI or CT to rule out other conditions (e.g., vascular dementia,
hydrocephalus, tumors, and subdural hematoma)
• Routine genetic testing not currently recommended for AD
• APOE-e4 (risk gene) and ADAD (deterministic gene)

*Diagnosis of AD can be established after thorough review of medications, laboratory testing, physical exam, CT or MRI, and mood assessment.
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Treatment Options
Current medications cannot cure AD or stop its progression; thus, the goal of treatment is to help lessen the symptoms of
memory loss and confusion. Recommend a cholinesterase inhibitor for patients with mild to moderate AD. Consider patient’s
tolerance and price when choosing among Donepezil, Galantamine, and Rivastigmine.

Mild to moderate						Moderate to severe
1) Donepezil 							1) Donepezil			
2) Galantamine or Rivastigmine					
2) Donepezil + Memantine
								3) Memantine
				
								
Medication
Dose (Initial)
Notes

Donepezil (Aricept)

Galantamine
(Razadyne)

Rivastigmine (Exelon)

Mild to moderate: 5 mg
PO once daily
Moderate to severe: 5
mg PO once daily

• May cause dose-related diarrhea, nausea, and vomiting
(resolves in 1-3 weeks)
• Monitor mental status, weight, GI tolerance, and GI
bleeding
• May be taken with or without food (absorption not affected)

Mild to moderate: 4 mg
PO twice daily with
food

• Efficacy similar to Donepezil, but more GI side effects
• Increase dose after a minimum of 4 weeks. If patient cannot
tolerate consider switching agent.

Mild to moderate: 1.5
mg PO twice daily
with food

Moderate to severe:
5 mg PO once daily
Memantine (Namenda)
(immediate-release
tab)

Cost*

$13

$183

$242
• Little evidence of benefit for mild AD
• May have benefit when combined with cholinesterase
inhibitor
• Dizziness is the most common side effect

$29

*Pricing is based on the lowest AWP Unit Price of all generic formulations available for a 30-day supply.

About the Author
Craig S. Stern, PharmD, MBA,
is the president of Pro Pharma
Pharmaceutical Consultants in
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the American Society of Consultant
Pharmacists and the American Society
of Health-System Pharmacists. Conflict
of Interest Disclosure: None reported.
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2016.
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Clinical Practice Capsule

Recommendations for the

Treatment of
Migraine Headaches
By Craig S. Stern, RPh, PharmD, MBA, FASCP, FASHP, FICA, FLMI, FAMCP, FCPhA, CSP;
Andrew Magnaye, PharmD Candidate 2016
Introduction
Clinical Practice Capsules (CPC) are short summaries of diseases and syndromes written for all prescribers. The CPCs contain
a description of the disease/syndrome, diagnostic criteria, treatment algorithms including options and prices. We welcome
submissions from all students and practicing pharmacists. Multiple examples are available on the CPhA Journal website.

Headache is one of the most common health complaints among patients and is treated based on the specific category it
falls under (i.e., migraine, tension-type, or cluster headache). Although tension-type headache is the most frequent, primary
care physicians more commonly diagnose patients presenting with headaches as migraines. The exact cause for migraines is
unknown; however, it may be due to changes in the brainstem and its interactions with major pain pathways or an imbalance
in brain chemicals.
Headache Type

Diagnosis
Location

Symptoms

Migraine

Tension-Type

Cluster

Forehead, temples, or the back of
Around the eye or temple area
head and/or neck

Always one-sided and behind
the eye. May radiate to forehead,
temple, nose, cheek on affected
side.

Nausea, vomiting, sensitivity
to light/sounds, or pulsing
pain

Swollen eyelid, congested nostril,
nasal discharge, and tearing from
the eye

Tightening sensation around the
neck and/or head

Triggers
• Hormones: Estrogen fluctuations in women 		
(e.g., before or during their periods)			
• Foods: Aged cheese, salty/processed foods, or fasting
• Stress: Work or home stress 				

• Sensory: Bright lights, loud sounds, or unusual smells
• Wake-Sleep Pattern: Too much or too little sleep
• Medications: Oral contraceptives, vasodilators, and several
others

International Headache Society (ICHD) Diagnostic Criteria
Migraine without aura
At least 5 attacks per year with the following criteria
1. Lasting 4–72 hours
2. At least 2 of the following:
• Unilateral location
• Pulsating quality
• Moderate or severe pain
• Avoidance of routine physical activity
3. At least 1 of the following:
• Nausea and/or vomiting
• Photophobia and phonophobia

Migraine with aura
At least 2 attacks per year with the following criteria
1. At least 1 of the following aura symptoms:
• Visual
• Motor
• Sensory
• Brainstem
• Speech and/or language •

Retinal

2. At least 2 of the following:
• ≥1 aura symptom spreads over ≥5 minutes, and/or
≥2 symptoms occur in succession
• Aura symptom lasts 5–60 minutes
• ≥1 aura symptom is unilateral
• Headache within 60 minutes

Choice of Therapy
Mild to Moderate

Moderate to Severe

Analgesic or NSAID
Triptan or Sumatriptan/Naproxen combination
• All are considered effective and well tolerated. Choice in Triptan must be individualized.
o Route: Sumatriptan is available orally, intranasally, and subcutaneously.
o Onset/Efficacy: Naratriptan and Frovatriptan demonstrated slowest onset and lower efficacy.
o Cost: Eletriptan and Frovatriptan do not have generic formulations.

Treatment Options
Analgesic and NSAID
Aspirin
Ibuprofen (Advil, Motrin)
Naproxen (Aleve)
Diclofenac (Cambia)
Acetaminophen (Tylenol)

Dosing
1000 mg PO once (MAX: 1000 mg/day)
400 mg PO every 4–6 hours as needed (MAX: 3.2 g/day)
275 to 825 mg PO loading dose, then 275 mg PO every 4 hours (MAX: 1250 mg/day)
Oral solution: 50 mg (one packet) as a single dose
Regular strength – MAX 3250 mg/day
Extra strength – MAX 3000 mg/day
4 g/day maximum if under supervision of health care provider

Triptans

Sumatriptan (Imitrex)

AWP
Cost

Dosing
Oral: 25 mg, 50 mg, or 100 mg; may repeat after 2 hours (MAX: 200 mg/day)
Intranasal: 5 mg, 10 mg, or 20 mg administered in one nostril; may repeat once
after 2 hours (MAX: 40 mg/day)
Subcutaneous: 6 mg; may repeat after 1 hour (MAX: 12 mg/day)

$24
$43
$58

Zolmitriptan (Zomig)

Oral: 1.25–2.5 mg; may repeat after 2 hours (MAX: 10 mg/day)
Intranasal: 2.5 mg; may repeat after 2 hours (MAX: 10 mg/day)

$25
$68 (B)

Almotriptan (Axert)

6.25–12.5 mg PO; may repeat once after 2 hours (MAX: 25 mg/day)

$42

Rizatriptan (Maxalt)

5–10 mg PO; may repeat after 2 hours (MAX: 30 mg/day)

$32

Naratriptan (Amerge)

1–2.5 mg; may repeat once after 4 hours (MAX: 5 mg/day)

$2

Frovatriptan (Frova)

2.5 mg; may repeat after 2 hours (MAX: 7.5 mg/day)

$80 (B)

Eletriptan (Relpax)

20–40 mg PO; may repeat after 2 hours (MAX: 80 mg/day)

$51 (B)

*Cost based on lowest AWP Unit Price for all strengths available. (B) indicates price for brand medication.
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Pharmacy Law: Continuing Education

Legislative Update
on Medical Marijuana:

What’s the Score?
Why Is the 51st State in Our
Union the State of Confusion?
By Ettie Rosenberg, PharmD, JD

Abstract
A conflict between the federal law on marijuana and the laws in the 50 states has notably given birth to…a state of
confusion. Amidst this nationwide confusion as to marijuana’s legal/illegal status within each state, October 2015 marked
the signing of several pieces of California legislation aimed at providing an enforceable regulatory framework for California’s
medical marijuana exemption, known as the California Compassionate Use Act of 1996 (CCUA). CCUA is a law that has
already been in effect for almost two decades, though, notably, without the guidelines and controls that the 2015 legislation
provides. While the US Attorney General has hesitated to enforce the Controlled Substances Act of 1970 (“Act”) against
states where medical marijuana laws contradict it, this new legislation aims to bring the State of California into closer
compliance with the federal Controlled Substances Act of 1970. Moreover, as evolving societal views on marijuana continue
to shape the nationwide discussion toward legalization of marijuana, one thing should be clear: pharmacists would be
the most appropriate gatekeepers for marijuana products. Thus, understanding the current and rapidly changing national
landscape of marijuana’s legal status is helpful to anticipate a future role for pharmacists in the medical marijuana industry.

Objectives
•
•
•
•
•
•

Identify the source of marijuana, the primary psychogenic ingredient of marijuana and its characteristic effects
that make it difficult to classify pharmacologically.
Understand the current confusion about the legal status of marijuana in general.
Understand the recent changes in California law and how those changes apply to medical marijuana in
the State of California.
Identify the agent or agency with authority to reclassify marijuana under the federal Controlled Substances Act
as C-I or C-II.
Understand the emerging role for pharmacists in medical marijuana distribution and dispensing.
Identify the pros and cons referenced in the current debate about medical marijuana.

Introduction
For the purposes of this article,
the term “marijuana” refers specifically to a drug preparation derived
from the leaves and flowering tops
of the cannabis plant, known as
Cannabis Sativa.1 “Cannabis” and
“marijuana” are terms commonly
used interchangeably to refer to the
psychogenic material, in either herbal
or resinous form, that comes from the

Cannabis genus of flowering plants.1
However, in the present context, the
term marijuana will be used both for
consistency in consideration of the
reader and to follow terminology used
in governing controlled substances
law, which includes: the Marihuana
Tax Act of 1937, Federal Controlled
Substances Act of 1970, and California
Uniform Controlled Substances Act
adopted in 1994.a, 2

Background
The chemical name for the primary
psychogenic ingredient of marijuana is
delta-9-tetrahydrocannabinol (THC).1
The flowering buds of the cannabis
plant are preferred because of their
higher THC content.1 Delta-9-THC is
believed responsible for most of the
characteristic psychogenic effects of
marijuana.1 In terms of its drug class,
marijuana’s spectrum of behavioral

Federal Controlled Substances Act (1970): 21 USC Chapter 13. Note: California adopted the Uniform Controlled Substances Action in 1994, which appears in the California Health and Safety Code, Division 10,
Chapters 1-13.2 The 1970 Act followed the Marihuana Tax Act of 1937 (August 2, 1937), notably, a United States Act that placed a tax on the sale of cannabis, which first codified the term “marijuana” in law.2

a

effects is very unique, preventing classification of marijuana (the
drug) in one single pharmacological
category—as a stimulant, sedative,
tranquilizer or hallucinogen—and that
is because it possesses all these
properties and effects.1 THC currently
remains a C-I controlled substance
and illegal in the US. Two other
synthetic and non-psychogenic cannabinoids such as cannabidiol (CBD)
are classified respectively as C-II or
C-III, and available on the US market,
distinctions that notably facilitate
research since C-II and C-III controlled
substances are more readily available.3
Marijuana, on the other hand, is classified as a C-I, making it more difficult
for modern research to study.

Marijuana History and
Uses (Medicinal and
Recreational)

The United States Pharmacopeia
(USP) classification of marijuana (cannabis) as a legitimate compound came
in 1851, after therapeutic properties
of marijuana had been known, and
its medicinal use in existence, for
many years.3 Against the advice of
the American Medical Association
(AMA), marijuana was criminalized by
the 1937 Marihuana Tax Act, though
not until 1942 was it removed from
the USP.3
While believed to have some benefit in patients with certain conditions,
further research on medical marijuana
is needed, and given its current C-I
status, patients and research face a
number of challenges.3 For patients
in need of medical marijuana for
therapeutic use, because it is classified as a C-I, where it is authorized,
state-based programs and medical
marijuana “dispensaries” provide
access to state-qualified patients,
and some qualified patients grow the
plant on their own.3 Medicinal indications described for marijuana include
treatment of: anorexia associated with
weight loss in patients with AIDS,
mild to moderate nausea and vomiting
associated with cancer chemotherapy,
and its use as an adjunct in pain management among other uses reported
in literature.1,3 Reclassification of

ARL Bio Pharma, Inc.
(800) 393-1595 | www.arlok.com
A high-quality laboratory for compounding pharmacies
and outsourcing facilities.
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Sterility and Endotoxin
Stability (BUD) Studies
Raw Material Testing
Particulate Matter
Microbial Identification
Preservative Effectiveness

non-cGMP and cGMP services available
Academy of Compounding
Pharmacists’ members recieve
a 10% discount on all ARL services.

marijuana from C-I to a C-II, essentially
changing its designation to a legitimate
therapeutic agent, would allow for
more robust research, but still require
strict and uniform supervision of its
use and distribution to be safe, as
well as both ethically and scientifically
justified.3
The two synthetic and non-psychogenic cannabinoid pharmaceutical
products are dronabinol (Marinol®),
used as an appetite stimulant in weight
loss (AIDS) as well as in unresponsive
nausea and vomiting, and nabilone
(Cesamet ®), used for nausea and
vomiting induced by chemotherapy.3
Significant medical discoveries have
centered on non-psychogenic cannabinoids such as CBD, which lends further support to the need for additional
research.3 CBD has been identified as
one of more than 80 active cannabinoid chemicals in the marijuana plant,
with significant preliminary research
supporting its potential therapeutic

value in epilepsy.5 Medical marijuana
use is permitted in some states, and
others have enacted laws intended
specifically to allow access to CBD oil
and/or high-CBD strains of marijuana.5
Reports advocate that existing barriers
to research on CBD should also be
addressed in order to facilitate deliberate scientific exploration of its therapeutic potential, not only in epilepsy
but also for other indications, among
them anxiety disorders, substance
use disorders, schizophrenia, cancer,
pain, and inflammatory diseases.5
Marijuana is used recreationally for
its mood-altering effects, euphoria,
and relaxation. It is widely noted to be
the most commonly used illicit drug
throughout the world.1, 3, 4

Federal Legal Status of
Marijuana (Across US)
Under the federal Controlled
Substances Act of 1970 (CSA), drugs
classified in Schedule I (C-I) have no
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Figure 1. California Medical
Marijuana Identification Card
(MMIC)

legitimate medical use, have been
deemed unsafe for use even under
medical supervision, and have a high
potential for abuse.2 The descriptor “no
legitimate medical use” is actually a legal
term of art and makes a subtle distinction that should be underscored.2 The
fact that marijuana has a variety of
medical uses is well known. However,
the distinction created by the CSA
1970 makes use of marijuana illegal for
any purpose.2 CSA 1970 provides that,
by law, C-I drugs have “no legitimate
medical use,” or in other words, C-I
drugs have no “legal” medical use.
The federal regulatory scheme for
marijuana is thus easy to understand
and uniform across the country.2 Short
of a Congressional amendment, under
the CSA 1970, the authority to decide
whether the federal classification of
cannabis under the federal Controlled
Substances Act should be C-I or C-II
is vested only in the US Attorney
General, who must consult with the
Department of Health and Human
Services (DHHS) before making any
change in the classification of marijuana from C-I to C-II. The American
Medical Association’s official policy
has flip-flopped in its position on legalization of marijuana, but most recently
voted to reaffirm its opposition,
though at the same time, the AMA
criticized the current federal approach
to reducing marijuana use in the
country as “ineffective” while it also
endorsed closer review of the “risks
and benefits” of new legal markets
for marijuana in the states of Colorado
and Washington, where recreational
use of marijuana is permitted by law.6
In 2014, two California lawmakers led
a bipartisan effort in the 2014 Con20

gress to approve and effectively lift
the federal ban on medical marijuana.12
That effort led to a federal amendment
that had been “tucked into a sprawling spending package,” and over the
past year since, the amendment has
resulted in fewer raids on medical marijuana businesses and growers across
the country.12 There is a federal court
ruling expected this coming fall, which
if upheld will permit federal agents
to target marijuana operations only if
they are determined to be “flouting
state law.”12 With public opinion on the
marijuana debate shifting, and both
the federal government and Congress
appearing to be listening, further
reforms may soon be seen.

Marijuana’s Legal Status
Across the 50 States
At the current time, marijuana
regulations differ significantly from
state to state, which means that current differences in regulatory schemes
at the state level have contributed to
an unparalleled state of confusion as
to what regulations govern. Moreover,
state-by-state variations in design and
implementation of marijuana legislation create further inconsistencies
between states as to the manner in
which each state regulates patient use
and access, caregiver rights, the role
of dispensaries, and product safety
and packaging requirements.4 In 25
states, marijuana is approved for medical use (listed alphabetically): Alaska,
Arizona, California, Colorado, Connecticut, Delaware, Hawaii, Illinois, Maine,
Maryland, Massachusetts, Montana,
Michigan, Minnesota, Nevada, New
Hampshire, New Jersey, New Mexico,
New York, Ohio, Oregon, Pennsylvania, Rhode Island, Vermont, and
Washington, as well as the District
of Columbia. (See Fig. 3). Twenty-six
(26) states have marijuana legislation
pending (listed alphabetically): Arizona,
Arkansas, California, Connecticut,
Delaware, Florida, Georgia, Hawaii,
Idaho, Maine, Maryland, Massachusetts, Michigan, Mississippi, Missouri,
Montana, Nebraska, Nevada, New
Hampshire, New Mexico, New York,
Oregon, Rhode Island, South Dakota,
Vermont, and Wyoming.(See Fig. 3)
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Four states (Alaska, Colorado, Oregon,
and Washington) plus the District
of Columbia legalized marijuana for
recreational use. (See Fig. 3) Marijuana
remains illegal for any purpose in only
eight states: Arkansas, Kansas, Idaho,
Indiana, North Dakota, Pennsylvania,
South Dakota, and West Virginia. (See
Fig. 3) Figure 3 summarizes marijuana’s status across the 50 states,
and illustrates the basis for the current
confusion about marijuana’s legal
status across the US. As evident from
Figure 3, confusion exists because
marijuana is illegal federally, 29 states
have conflicting laws, and 26 more
states currently have marijuana legislation pending (See Fig. 3) In other
words, the present confusion is not
surprising since some state laws allow
only medical marijuana, others allow
recreational use of marijuana, and others do not allow either.
As a rule, where a state law comes
into conflict with federal law, the
stricter law prevails, which means that
the federal law on marijuana must be
enforced over the state law.9 In 2005,
the US Supreme Court in Gonzales v.
Raich held that federal agents could
enforce federal controlled substance
laws against a California woman who
legally possessed marijuana and did
so solely within the State of California.9 In 2013, the US Department
of Justice (DOJ) Drug Enforcement
Agency (DEA) published a set of its
enforcement priorities and guidelines
for the DEA and prosecutors known
as the “Cole Memorandum” and disseminated those to state approved/
legal marijuana businesses.10 Thus,
on one hand, the 2005 case of
Gonzales v. Raich upheld enforcement
of federal law over state law on a
medical marijuana issue, and on the
other, the DOJ’s Cole Memorandum
simply offered guidance about its
enforcement priorities on the topic
of marijuana.9, 10 However, the Cole
Memorandum was not meant to
be viewed as a DOJ promise not to
prosecute medical marijuana-related
offenses.9, 10 When the Gonzales
case and the Cole Memorandum are
viewed side by side, the contradictions
provide additional fuel to the confusion

Figure 2. Medical Marijuana Regulation Safety Act (three parts): AB 266 (Bonta/Cooley/Jones-Sawyer/Lackey);
AB 243 (Wood); SB 643 (McGuire)
California AB 243 (Wood):
•
Medical Marijuana Regulation and Safety Act Fund
•
$10 Million to Department of Consumer Affairs
•
Bureau of Medical Marijuana Regulation
•
Medical Cannabis Cultivation Program
•
Regulations for Licensed Cultivation Sites (both indoor and outdoor growers)
•
Pesticide Guidelines for California Growers
•
Adds Civil Penalties for Violations of Guidelines
•
Environmental Impact Studies On Marijuana Growth
•
Waste Management
California AB 266 (Bonta/Cooley/Jones-Sawyer/Lackey):
•
Establishes California Office of Medical Cannabis Regulation
•
Dispensary Licensure & Regulation
•
Local Entity Agreements
•
Ordinances on Medical Cannabis
•
Cannabis Employees Certification Program
•
Fund for Fines And Fees, Administration and Use Guidelines, Local Taxes
•
Cultivation Sites As Agricultural Employers
California SB 643 (McGuire):
•
•

•
•
•

Bureau of Medical Marijuana Regulation may access applicants’ fingerprint records/criminal history
Medical Board of California—to ensure against unprofessional conduct
o Repeated acts of clearly excessive cannabis amounts
o Repeated acts of cannabis to patients without a good-faith prior examination and medical reason
Unlawful to accept, solicit or offer any form of money from or to a facility
Osteopaths shall not recommend medical cannabis to a patient, unless they are patient’s attending physician
Miscellaneous

For language and status of legislative bills see Reference 19: http: //leginfo.legislature.ca.gov/faces/billStatusClient.xhtml.

about medical marijuana, its legality
and its enforcement.9, 10
It is also important to note that
state legislation permitting use of
cannabis for medical purposes is
generally very limited in scope, an
important distinction that is not commonly understood. Medical marijuana
laws do not bestow statewide blanket
legalization of marijuana, nor do they
allow unfettered use of marijuana,
even in the states where such laws do
exist. Medical marijuana laws merely
qualify the reach of each respective
state’s existing criminal legislation
which prohibits use, possession, and
cultivation of cannabis, by providing an
exemption from criminal prosecution
for bona fide medical use, possession,
and cultivation of cannabis.

History of Cannabis
(Marijuana) in California

The California Compassionate
Use Act of 1996 (CCUA),b California’s
voter-enacted medical marijuana
law, is the oldest in the nation, and
illustrates the “limited scope” of laws
aimed at allowing medicinal use.11
Where marijuana is recommended
by a physician, osteopath or surgeon
licensed to practice in California,
CCUA (the Act) provides a limited
exemption from criminal prosecution
for the authorized use, possession
or cultivation of marijuana for medical purposes.11 In 2004, the Act was
broadened by legislative enactment
of Senate Bill 420 (SB 420), which
provided for: medical marijuana
cultivation “collectives” or “coopera-

tives”; guidelines or limits as to how
much patients could possess and/or
cultivate; and county health departments to administer a voluntary state
marijuana ID card system.c Marijuana
ID cards are issued only to those qualified patients who may lawfully use
marijuana as recommended by a prescriber for medical necessity.11 While
card registration is entirely voluntary
under CCUA, a state-issued marijuana
ID card provides the bona fide carrier
an added protection against arrest.11 In
order to qualify under CCUA, for outof-state travelers to California, a state
of California marijuana ID card issued
upon recommendation of a California
licensed provider is required.d Figure
1 depicts a sample California medical
marijuana identification card (MMIC),

The California Compassionate Use Act of 1996 (CCUA) is also referred to as Proposition 215, and can be found in the California Health and Safety Code Section 11362.5.8
SB 420 can be found in the California Health and Safety Code Section 11362.7- .83.8
CCUA applies only to California-authorized medical marijuana users, possessors, and cultivators. That is to say, authorization for such use must be based upon the recommendation of a California-based
physician, osteopath or surgeon. Travelers to California are advised that most such California providers refuse to “recommend” medical marijuana to out-of-state travelers. Likewise, since marijuana laws vary
from state to state, California-authorized users should investigate registration requirements and whether reciprocity exists under other states’ laws if they plan to travel out of California.

b
c

d

Figure 3. Numerical Summary of Marijuana Legislation Currently in US*
4 states: Marijuana legalized for recreational use
(Alaska, Colorado, Oregon, and Washington)
25 states: Marijuana legalized for medical purposes (plus the District of Columbia)
(Alaska, Arizona, California, Colorado, Connecticut, Delaware, District of Columbia, Hawaii, Illinois, Maine, Maryland,
Massachusetts, Michigan, Minnesota, Montana, Nevada, New Hampshire, New Jersey, New Mexico, New York, Ohio,
Oregon, Pennsylvania, Rhode Island, Vermont, and Washington)
26 states: Marijuana legislation pending
(Arizona, Arkansas, California, Connecticut, Delaware, Florida, Georgia, Hawaii, Idaho, Maine, Maryland, Massachusetts,
Michigan, Mississippi, Missouri, Montana, Nebraska, Nevada, New Hampshire, New Mexico, New York, Oregon, Rhode
Island, South Dakota, Vermont, and Wyoming)
*Data derived from: Medical Marijuana: A Look at Pharmacists’ Roles in this Emerging Industry; © 2014 PBA Health. All rights reserved;
September 14, 2015.https://www.pbahealth.com/medical-marijuana-a-look-at-pharmacists-roles-in-this-emerging-industry/; 25 Legal Medical
Marijuana States and DC, Laws, Fees, and Possession Limits, http://medicalmarijuana.procon.org/view.resource.php?resourceID=000881.

which displays the name, photo, and
official identification number of the
cardholder who is designated as a
registered medical marijuana patient,
along with a link to the California Medical Marijuana Project online verification
site (www.calmmp.ca.gov), where dispensaries and law enforcement should
routinely confirm a cardholder’s registration and the card’s validity. (See
Figure 1) In summation, the Act simply
creates a potential defense against
criminal prosecution and conviction
for use, possession, and cultivation of
marijuana, and is limited only to those
CCUA qualified users, or their caregivers and cultivators.11

2015 Federal District
Court (California) Ruling on
Marijuana (“C-I not C-II”)
Recent legal headlines shouted,
“Federal Judge Declines to Remove
Pot from Schedule I,” announcing the
decision of a 2015 California federal
district court.14 The contradictions and
confusion concerning marijuana’s legal
status here in California and across the
country were again highlighted, and
the court seemed procedurally poised
to respond to the challenge as to
whether marijuana should be moved
from C-I to C-II status.14 The case
more clearly exposed the impact of
the conflict between federal and state
law on marijuana, and why federal law
enforcement views may be at odds
with views of the California’s medical
marijuana growers.14
The 2015 case arose from the
DEA’s prosecution of a group of
22

California marijuana growers, and
prompted the defendant growers to
seek legal assistance from marijuana
activist groups to protect their position. Medicinal marijuana advocates
and California dispensaries filed suit
against the DEA for the prosecution as
“harassment” based on a little-known
federal law (2014 R-F Amendment)
that favored their position, a law that
Congress had passed very quietly in
late 2014.14 , 15, 16 Congress inserted a
bipartisan-supported ban on the DOJ
and DEA practice of raiding, harassing,
and prosecuting medical marijuana
providers, growers, and users in states
where it is legal into a $1.1 trillion budget bill on December 15, 2014.12, 13, 14, 16
The little publicized “stealth” law,
known as the “Rohrabacher-Farr
Amendment” (RFA), slipped into a
1,600-plus-page 2014-2015 budget
bill (“Continuing Appropriations Act
of 2015”). It listed 23 states and the
District of Columbia with medical
marijuana laws on the books, and
barred the DOJ from using any federal
funds, even a penny, “to prevent such
States from implementing their own
State laws that authorize the use,
distribution, possession, or cultivation
of medical marijuana.”12, 13, 14 The RFA
was intended by Congress to prevent
the DOJ, and thereby the DEA, “from
interfering with—or at least spending
money to interfere with the legalized marijuana laws of 23 states (and
District of Columbia), and 11 more
that have legalized certain cannabis
oils.”12,13,14 Though the Federal District
Court judge ruled in the case that
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“courts are not designed to act as
a maker of public policy,” the case
marked the first time in decades any
judge had agreed to even consider
marijuana’s designation as C-I under
the 1970 CSA. Legal experts view the
case “as a sign at least some judges
are increasingly skeptical of marijuana’s status under federal law.”13
Noteworthy, too, is the fact that other
cases challenging the DEA’s prosecution of medical marijuana patients,
growers, and doctors after the passage of Rohrabacher-Farr Amendment
have followed.
Such cases emerging in local,
state, and national headlines continue
to blur the issues and confuse the
public. Likewise, a significant part of
the confusion about the legal status
of marijuana among pharmacists
across the US, as well as in California,
stems from a robust proliferation of
marijuana dispensaries in and around
the country, despite current prevailing federal law prohibiting marijuana,
and while it remains a C-I controlled
substance. With this confusion about
state laws that are in conflict with
federal law, it is also easy to see why
regulatory and enforcement issues
exist. However, marijuana’s federal
classification as an illegal substance
having no “legitimate” (legally recognized) medical use under the Controlled Substance Act of 1970 is not
the only source for the existing regulatory and enforcement problems.
The DOJ together with the DEA
are responsible for enforcing the
Controlled Substances Act; however,

David, chronic pain patient
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with so many different laws across the
50 states, it is also easy to see why
in some cases policy decisions have
been made to “hold off” on federal
enforcement for states where the laws
have liberalized marijuana use, whether
medicinal and/or recreational, only
adding to the confusion. Furthermore,
lack of regulatory infrastructure at local
levels within each state, in terms of
agencies, lack of and variations among
local regulations and ordinances, and
lack of oversight of authorized dispensaries and cultivators impede efforts
to prevent and limit diversion. Even
a patchwork of zoning restrictions,
each differing depending on location,
contributes to the overall problem
described here.

Recent Changes in
California’s Medical
Marijuana Law

As highlighted by this article,
California marijuana dispensaries (not
licensed pharmacies or pharmacists)
have been operating without a significant state regulatory framework since
1996, when the California Compassionate Use Act (CCUA) was passed.
In California, the birthplace of medical
marijuana under CCUA (1996), federal
prosecutors continued to pursue cases
against growers and dispensaries even
after Congress passed the 2014 RF
Amendment, largely because California’s existing state medical marijuana
law was flawed with regulatory and
enforcement gaps.16, 17
Recognizing that the California legislative scheme for marijuana needed
an overhaul, Governor Jerry Brown
signed three measures last October
(2015) that clarify the state’s marijuana law, but these won’t take effect
until 2018.16,17,18,19 The three medical
marijuana bills from the 2015-2016
California legislative session comprising the Medical Marijuana Regulation
Safety Act (MMRSA) include: AB 243
(Wood): Medical Marijuana; SB 643
(McGuire): Medical Marijuana; and AB
266 (Cooley): Medical Cannabis.16,17,18,19
Upon signing AB 243, AB 266, and SB
643, Governor Brown acknowledged
that these new laws:
“Establish a long-overdue
24

comprehensive regulatory framework
for the production, transportation and
sale of medical marijuana.… While
many of these new standards take
effect January 1, 2018, state agencies will begin working immediately
with experts and stakeholders on
crafting clear guidelines, so local
government, law enforcement,
businesses, patients and health
providers can prepare and adapt to
the new regulated system…. This
new structure will make sure patients
have access to medical marijuana,
while ensuring a robust tracking system. This sends a clear signal to our
federal counterparts that California
is implementing robust controls not
only on paper, but in practice.”17
The MMRSA established certain
provisions, programs, and agencies
with authority to regulate medical
marijuana in California, and designated funding for those agencies.18,19
See Figure 2.

Pros and Cons of the
Marijuana Debate
Those on either side of the
marijuana debate have staked their
territory with long-standing arguments in support of those positions for or against legalization of
marijuana. On one hand, supporters in favor of legalization advocate medical marijuana should be
legalized: 1) because of identified
medical uses that include anxiety,
chronic pain, cancer pain, appetite
stimulant, post-traumatic stress
disorder, depression, seizures; 2) to
ensure availability for medical use
when needed; 3) because C-II status
would ensure availability for more
extensive research (benefits, uses,
risks) and produce more scientific
information; 4) because marijuana as
a C-I is currently illegal, the majority
of illicit supply is adulterated, and
unsafe; 5) because there remains a
stigma associated with use (even
medical); and lastly, 6) because we
should consider who would be gatekeeper for marijuana prescriptions.
On the other hand, those opposed to
legalization of marijuana argue that:
1) evidence demonstrates marijuana
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is a “gateway” drug; 2) legalizing
marijuana would lead to increase use
(and abuse) due to identified addictive properties; 3) marijuana already
poses a public health problem (DUI:
driving under the influence violations);
4) marijuana has negative health
consequences; 5) marijuana use in
adolescent youth causes learning
disorders; and 6) marijuana use/abuse
poses higher risks to certain populations, such as those with mental
illness. See Table 2. That debate has
been sustained for quite some time.
Yet, the present situation of “conflict” and “confusion” with respect to
marijuana’s status across the country
certainly cannot last too much longer.
Society at large seems to be demanding clarity on this, and soon.

Is Medical Marijuana
Poised for Conventional
Drug Distribution?

While admittedly confusing at this
time, a review of marijuana’s “patchwork” of medical/recreational versus
legal/illegal status across the 50 states
does highlight the fact that medical
marijuana is a significant and evolving
industry not to be underestimated.15,20
As the marijuana industry continues to
evolve, the pharmacy profession will
most likely develop a pivotal role in the
full range of that industry, including
production, distribution, and dispensing of marijuana.15,20

An Emerging Role for
Pharmacists: Distribution/
Dispensing Medical
Marijuana

It is clear to see that, with an
increasing number of states passing
legislation permitting use of medical marijuana, and with patient use
similarly increasing, it has become
progressively more important for
pharmacists as well as other health
care providers to understand the
potential benefits and risks of medical
marijuana.3 Indeed, as more and more
states are headed toward legalization
of marijuana for both medical and
recreational purposes, many pharmacists already envision a valuable
role in the marijuana industry for the

Table 1. Federal vs. California Law Marijuana Update: What’s the Score?



























*NOTE: California voters face a marijuana ballot initiative in November (2016), introduced as the Control,
Regulate and Tax Adult Use of Marijuana Act (“Adult Use of Marijuana Act”) NO. 15—0103;
http://www.oag.ca.gov/system/files/initiatives/pdfs/15-0103%20%28Marijuana%29_1.pdf. The official title
and ballot language for the measure states: “Marijuana Legalization Initiative Statute: Legalizes marijuana
and hemp under state law.” http://www.sos.ca.gov/elections/ballot-measures/initiative-and-referendumstatus/initiatives-referenda-cleared-circulation/, accessed on 7/22/16.
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Table 2. Pros and Cons of Marijuana Debate
Pros (supporters of legalization)
• Many identified medical uses include anxiety, chronic pain,
cancer pain, appetite stimulant, post-traumatic stress disorder,
depression, seizures

Cons (opposition to legalization)
• Evidence demonstrates marijuana is a “gateway”
drug

• Ensure availability for medical use when needed

• Legalizing marijuana would lead to increase use (and
abuse) due to identified addictive properties

• Since marijuana as a C-I is currently illegal, the majority of illicit
supply is adulterated, and unsafe

• Marijuana already poses a public health problem
(DUIs)

• Stigma associated with use

• Marijuana has negative health consequences

• C-II status would ensure availability for more extensive
research (benefits, uses, risks) and produce more scientific
information

• Marijuana use in adolescent youth causes learning
disorders

• Important to consider pharmacist as gatekeeper for marijuana
prescriptions

pharmacy profession, because as
“drug experts,” pharmacists “are
the ideal professionals to dispense
medical marijuana, or to at least have
knowledge about it.”15,20 There are
also some in the current debate who
assert that pharmacists are in an ideal
position to join the marijuana industry
for very good reason, and marijuana’s
status should be moved to the sole
dispensing authority of pharmacists/
pharmacies.15,20 Since the benefits of
pharmacist involvement in medication
therapy and outcomes are commonly
known, we can also reasonably expect
that as more states are anticipated to
legalize medical marijuana over the
next few years, having the pharmacy
profession involved presents a range
of obvious benefits, including proper
dosing, monitoring, and counseling of
patients.20 What other profession is
better equipped?

Pharmacists’ Divergent
Views on Dispensing
Medical Marijuana

Figure 3 lists the 25 states that
have legalized only medical use of
marijuana. In 2015, given the obvious
direction of medical marijuana legislation across our nation, the popular
pharmacy magazine Drug Topics surveyed pharmacists on the question:
How do you feel about your pharmacistcolleagues dispensing cannabis-based
26

• Marijuana use/abuse poses higher risks to certain
populations, such as those with mental illness

medicine in states that have authorized
its use? 21 The results of that survey
published in September 2015 reported
that of those pharmacists responding
to the survey: A) 48% of respondents
favored pharmacist oversight of stateapproved medical marijuana dispensaries; B) 18% of respondents believed
that more research is needed before
pharmacists/pharmacies should be
involved in dispensing of medical
marijuana; C) 30% of respondents
believed that until the FDA reschedules cannabis as a C-II Controlled
Substance, pharmacists shouldn’t be
dispensing such medicine; and D) 5%
of respondents believed that more
information is needed for them to
decide their position on the issue.21

What Is the Future of
Cannabis (Marijuana)?
History is often used as a model
from which to gauge the future, and
marijuana has been a major social
issue in the United States for over
50 years. Historically speaking, most
major social change in the United
States in the past 200 years has been
born not at the federal level, but at the
state level. Marijuana’s illegal/legal
trajectory will likely be no different.
Hotly debated, many marijuana legalization initiatives across the country’s
50 states, whether for medicinal or
recreational use, or both, continue to
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build momentum, and more recently
have even picked up pace (See Figure
3).6, 7, 8, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19, 20
It seems, however, that the future
is unfolding now. Pharmacists have
taken on a medical cannabis dispensing role in three states thus far:
Connecticut (2014), Minnesota (2015),
and New York (2016).22 Professional
organizations have also taken note. In
February 2014, the ASHP Statement
on the Pharmacist’s Role in Substance
Abuse Prevention, Education, and
Assistance offered a broad perspective citing the unique knowledge,
skills, and duty to assume a role in
substance abuse prevention, education, and assistance, as well as to
become active in reducing negative
effects of substance abuse on society,
health systems, and pharmacy profession.23 The 2014-2015 APhA Policy
Committee recommended adopting
more specific position statements
illustrative of the crux of this article—
that pharmacists as the gatekeepers
of cannabis is visible on the horizon—
and which called for: 1) Advocating
for resolution of federal and state
conflicts surrounding legal status of
cannabis; 2) Supporting establishment
of a USP monograph for standardization of cannabis; 3) Supporting
regulatory changes to facilitate clinical
research on clinical efficacy and safety
associated with use of cannabis; 4)

Encouraging health care provider education on clinical
efficacy, safety, and management of patients utilizing
cannabis; and 5) Advocating that pharmacists collect
and document information in the pharmacy patient
profile about patient use of cannabis and its various
components and provide appropriate patient counseling.24 Indeed, in 2015, the APhA House of Delegates
addressed the pharmacist’s role in the medical marijuana context at its 2015 Annual Meeting.25
The National Association of Specialty Pharmacy
(NASP) formed a task force on medical marijuana.26
The National Association of Cannabis Pharmacy
(NACP) focus will be providing education on compounding, administering, and using medical marijuana
for specialty therapeutic conditions; coordinating the
training pharmacists to use marijuana for concomitant
drug therapy, creating an accreditation program for
pharmacies dispensing marijuana and a professional
certification program for pharmacists.27 Further, an
online training and certification resource for cannabis
businesses, entrepreneurs, clinicians, and policymakers, the Cannabis Training Institute (CTI), is developing
a marijuana certification for pharmacists.28
ACPE-accredited pharmacist CE modules on medical marijuana have also been recently launched. These
developments created a call to action for colleges
and schools of pharmacy that have picked up on the
momentum for pharmacists to participate in dispensing
medical marijuana, and pharmacy programs are implementing coursework and lectures and even advertising
training sessions specifically on medical marijuana.29
Following suit in the context of pharmacy education,
the AACP program at its July 2016 Annual Meeting in
Anaheim, California, included a CE session addressing
pharmacy program development of PharmD curricula
specifically on medical marijuana.30
California pharmacists, as well as pharmacists
across the country, should note an inescapable reality,
that at the very least, the momentum favoring legalization of medical marijuana across the country seems
poised to virtually guarantee that within our lifetimes,
we as pharmacists will become the gatekeepers for
dispensing medical marijuana. With the evidence
mounting, that future role for pharmacists seems
undeniable.
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Evidence-Based Medicine Review

Effects of
Extended-Release
Niacin with Laropiprant
in High-Risk Patients
Citation: Landray MJ, Haynes R, Hopewell JC, et al. Effects of Extended-Release Niacin with Laropiprant in
High-Risk Patients. The New England Journal of Medicine. 2014; 371(3), 203-212.

By Jiehye Sarah Park, PharmD; Christopher Yamamoto, PharmD; Sukhjit Sagoo, PharmD;
Craig Stern, PharmD, MBA, FASHP, FCSHP, FICA, FLMI, FAMCP

HPS2-THRIVE, a randomized, double-blind, multicenter study, studied the efficacy and safety of extended-release
niacin in combination with laropiprant versus matching placebo in treating patients with a history of cardiovascular
disease. The study included a total of 25,673 patients, who had a history of MI, cerebrovascular disease, peripheral
artery disease, or diabetes with evidence of symptomatic coronary disease for a median follow-up period of 3.9 years.
Patients underwent a process to standardize cholesterol-lowering therapy using simvastatin 40mg or simvastatin 40mg
+ ezetimibe 10mg before undergoing randomization. The study arm (N=12,838) received 2g of extended-release niacin
+ 40mg laropiprant in addition to standardized cholesterol-lowering therapy, while the comparator arm (N=12,835)
received a matching placebo with the standardized cholesterol-lowering therapy. The primary outcome studied was a
composite of non-fatal MI, death from coronary causes, stroke, and arterial revascularization, while the secondary outcomes were components of the primary outcomes and adverse drug reactions.

I. Trial Validity
Start of Trial
Randomization/Concealment

• A total of 25,673 participants were randomized into the study, with 12,838
participants in the treatment arm with niacin ER/laropiprant + simvastatin 40mg
with or without ezetimibe 10mg and 12,835 participants placebo arm with only
simvastatin 40mg with or without ezetimibe 10mg.
• In a pre-randomization run-in phase, the participants were given simvastatin
40mg daily, and if the dose was not as effective as their prior treatment or if
their total cholesterol level was greater than 135 mg/dL after 4 weeks, ezetimibe
10mg daily was added.
• The study used a minimized randomization program on the clinic IT system
that helps maximize balance between the treatment groups with respect to
prognostically important variables such as age, gender, history of prior disease,
smoking status, lipid levels, blood pressure, ethnic origin, and history of prior
statin use.
• The study concealment was carried out via using a minimized randomization
program on the clinic IT system.
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In an opioid
emergency…

SECONDS
COUNT

REACH FOR
VOICE GUIDANCE
EVZIO (naloxone HCl injection) 0.4 mg Auto-Injector
is an intelligent take-home naloxone auto-injection system
with voice and visual guidance—designed to help caregivers
take fast, confident action administering naloxone during
an opioid emergency.1
Dispense EVZIO when making naloxone a part of your patient’s
opioid emergency plan.

INDICATION
EVZIO is an opioid antagonist indicated for the emergency
treatment of known or suspected opioid overdose, as
manifested by respiratory and/or central nervous system
depression. EVZIO is intended for immediate administration as
emergency therapy in settings where opioids may be present.
EVZIO is not a substitute for emergency medical care.

IMPORTANT SAFETY INFORMATION
EVZIO is contraindicated in patients known to be hypersensitive
to naloxone hydrochloride or to any of the ingredients in EVZIO.
The following warnings and precautions should be taken when
administering EVZIO:
 Due to the duration of action, keep the patient under
continued surveillance and repeated doses of naloxone
should be administered, as necessary, while awaiting
emergency medical assistance.
 Additional supportive and/or resuscitative measures may
be helpful while awaiting emergency medical assistance.
 Reversal of respiratory depression by partial agonists or
mixed agonists/antagonists, such as buprenorphine and
pentazocine, may be incomplete.
 Use in patients who are opioid dependent may precipitate
acute abstinence syndrome.
 Patients with pre-existing cardiac disease or patients
who have received medications with potential adverse
cardiovascular effects should be monitored in an
appropriate healthcare setting.
 In neonates, opioid withdrawal may be life-threatening
if not recognized and properly treated.

©2016 kaleo, Inc. All rights reserved. PP-EVZ-US-1044. May 2016.

The following adverse reactions have been identified during
use of naloxone hydrochloride in the postoperative setting:
hypotension, hypertension, ventricular tachycardia and
fibrillation, dyspnea, pulmonary edema, and cardiac arrest.
Death, coma, and encephalopathy have been reported as
sequelae of these events. Excessive doses of naloxone
hydrochloride in postoperative patients have resulted in
significant reversal of analgesia and have caused agitation.
Abrupt reversal of opioid effects in persons who were
physically dependent on opioids has precipitated signs and
symptoms of opioid withdrawal including: body aches, fever,
sweating, runny nose, sneezing, piloerection, yawning,
weakness, shivering or trembling, nervousness, restlessness
or irritability, diarrhea, nausea or vomiting, abdominal
cramps, increased blood pressure, and tachycardia. In the
neonate, opioid withdrawal signs and symptoms also included:
convulsions, excessive crying, and hyperactive reflexes.

You are encouraged to report negative side effects
of prescription drugs to the FDA. Visit www.fda.gov/
medwatch or call 1-800-FDA-1088.
Please see brief summary of Prescribing Information
on next page.
For more information, please visit www.evzio.com
or call 1-855-77-EVZIO (1-855-773-8946).
Reference: 1. EVZIO (naloxone hydrochloride injection) Auto-injector
[Data on File]. Richmond, VA; kaleo, Inc.
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BRIEF SUMMARY OF PRESCRIBING INFORMATION (see full Prescribing Information for complete product
information)
EVZIO® (naloxone hydrochloride injection) Auto-Injector for intramuscular or subcutaneous use
INDICATIONS AND USAGE
EVZIO is an opioid antagonist indicated for the emergency treatment of known or suspected opioid overdose, as
manifested by respiratory and/or central nervous system depression. EVZIO is intended for immediate administration as
emergency therapy in settings where opioids may be present. EVZIO is not a substitute for emergency medical care.
Important Administration Instructions
• EVZIO is for intramuscular and subcutaneous use only.
• Because treatment of suspected opioid overdose must be performed by someone other than the patient, instruct the
prescription recipient to inform those around them about the presence of EVZIO and the Instructions for Use.
• Seek emergency medical care immediately after use. Since the duration of action of most opioids exceeds that of
naloxone hydrochloride, and the suspected opioid overdose may occur outside of supervised medical settings, seek
immediate emergency medical assistance, keep the patient under continued surveillance, and administer repeated
doses of EVZIO as necessary. Always seek emergency medical assistance in the event of a suspected, potentially
life-threatening opioid emergency after administration of the first dose of EVZIO.
• Additional doses of EVZIO may be required until emergency medical assistance becomes available.
• Do not attempt to reuse EVZIO. Each EVZIO contains a single dose of naloxone.
• Visually inspect EVZIO through the viewing window for particulate matter and discoloration prior to administration.
Do not administer unless the solution is clear and the glass container is undamaged.
The Instructions for Use should be read by the patient or caregiver at the time they receive a prescription for EVZIO.
Provide the following instructions to the patient or caregiver:
• EVZIO must be administered according to the printed instructions on the device label or the electronic voice
instructions (EVZIO contains a speaker that provides voice instructions to guide the user through each step of the
injection). If the EVZIO electronic voice instruction system does not operate properly, EVZIO will still
deliver the intended dose of naloxone hydrochloride when used according to the printed instructions
on its label.
• Once the red safety guard is removed, EVZIO must be used immediately or disposed of properly. Do not attempt to
replace the red safety guard once it is removed.
Upon actuation, EVZIO automatically inserts the needle intramuscularly or subcutaneously, delivers 0.4 mg naloxone
hydrochloride injection, and retracts the needle fully into its housing. Post-injection, the black base locks in place, a red
indicator appears in the viewing window, and electronic visual and audible instructions signal that EVZIO has delivered
the intended dose of naloxone hydrochloride and instructs the user to seek emergency medical attention.
Dosing Information
Administer the initial dose of EVZIO to adult or pediatric patients intramuscularly or subcutaneously into the anterolateral aspect
of the thigh, through clothing if necessary, and seek emergency medical assistance. Administer EVZIO as quickly as possible
because prolonged respiratory depression may result in damage to the central nervous system or death. The requirement for
repeat doses of EVZIO depends upon the amount, type, and route of administration of the opioid being antagonized.
If the desired response is not obtained after 2 or 3 minutes, another dose of EVZIO may be administered. If there is still no
response and additional doses are available, additional doses of EVZIO may be administered every 2 to 3 minutes until
emergency medical assistance arrives. Additional supportive and/or resuscitative measures may be helpful while awaiting
emergency medical assistance.
Reversal of respiratory depression by partial agonists or mixed agonist/antagonists, such as buprenorphine and
pentazocine, may be incomplete or require higher doses of naloxone.
Dosing in Adults and Pediatric Patients over Age One
Instruct patients or their caregivers to administer EVZIO according to the Instructions for Use, intramuscularly or
subcutaneously.
Dosing in Pediatric Patients under Age One
In pediatric patients under the age of one, the caregiver should pinch the thigh muscle while administering EVZIO.
CONTRAINDICATIONS
EVZIO is contraindicated in patients known to be hypersensitive to naloxone hydrochloride or to any of the other
ingredients.
WARNINGS AND PRECAUTIONS
Duration of Effect
The duration of action of most opioids is likely to exceed that of EVZIO resulting in a return of respiratory and/or central
nervous system depression after an initial improvement in symptoms. Therefore, it is necessary to seek immediate
emergency medical assistance after delivering the first dose of EVZIO, keep the patient under continued surveillance, and
repeat doses of EVZIO as necessary. Additional supportive and/or resuscitative measures may be helpful while awaiting
emergency medical assistance.
Limited Efficacy with Partial Agonists or Mixed Agonist/Antagonists
Reversal of respiratory depression by partial agonists or mixed agonist/antagonists, such as buprenorphine and
pentazocine, may be incomplete. Large doses of naloxone hydrochloride are required to antagonize buprenorphine
because the latter has a long duration of action due to its slow rate of binding and subsequent slow dissociation from the
opioid receptor. Buprenorphine antagonism is characterized by a gradual onset of the reversal effects and a decreased
duration of action of the normally prolonged respiratory depression.
Precipitation of Severe Opioid Withdrawal
The use of EVZIO in patients who are opioid dependent may precipitate an acute abstinence syndrome characterized by
the following signs and symptoms: body aches, diarrhea, tachycardia, fever, runny nose, sneezing, piloerection, sweating,
yawning, nausea or vomiting, nervousness, restlessness or irritability, shivering or trembling, abdominal cramps, weakness,
and increased blood pressure. In neonates, opioid withdrawal may be life-threatening if not recognized and properly treated
and may include the following signs and symptoms: convulsions, excessive crying, and hyperactive reflexes.
Abrupt postoperative reversal of opioid depression after using naloxone hydrochloride may result in nausea, vomiting,
sweating, tremulousness, tachycardia, hypotension, hypertension, seizures, ventricular tachycardia and fibrillation,
pulmonary edema, and cardiac arrest. Death, coma, and encephalopathy have been reported as sequelae of these events.
These events have occurred in patients most of whom had pre-existing cardiovascular disorders or received other drugs
which may have similar adverse cardiovascular effects. Although a direct cause and effect relationship has not been
established, after use of naloxone hydrochloride, patients with pre-existing cardiac disease or patients who have received
medications with potential adverse cardiovascular effects should be monitored for hypotension, ventricular tachycardia
or fibrillation, and pulmonary edema in an appropriate healthcare setting. It has been suggested that the pathogenesis
of pulmonary edema associated with the use of naloxone hydrochloride is similar to neurogenic pulmonary edema, ie,
a centrally mediated massive catecholamine response leading to a dramatic shift of blood volume into the pulmonary
vascular bed resulting in increased hydrostatic pressures.
ADVERSE REACTIONS
The following serious adverse reactions are discussed elsewhere in the labeling:
• Duration of Effect
• Precipitation of Severe Opioid Withdrawal
The following adverse reactions have been identified during postapproval use of naloxone hydrochloride in the
postoperative setting. Because these reactions are reported voluntarily from a population of uncertain size, it is not
always possible to reliably estimate their frequency or establish a causal relationship to drug exposure: hypotension,
hypertension, ventricular tachycardia and fibrillation, dyspnea, pulmonary edema, and cardiac arrest. Death, coma,
and encephalopathy have been reported as sequelae of these events. Excessive doses of naloxone hydrochloride in
postoperative patients have resulted in significant reversal of analgesia and have caused agitation.
Abrupt reversal of opioid effects in persons who were physically dependent on opioids has precipitated an acute
withdrawal syndrome. Signs and symptoms have included: body aches, fever, sweating, runny nose, sneezing,
piloerection, yawning, weakness, shivering or trembling, nervousness, restlessness or irritability, diarrhea, nausea or
vomiting, abdominal cramps, increased blood pressure, and tachycardia. In the neonate, opioid withdrawal signs and
symptoms also included: convulsions, excessive crying, and hyperactive reflexes.
USE IN SPECIFIC POPULATIONS
Pregnancy
Pregnancy Category B
Risk Summary
There are no adequate and well-controlled studies with EVZIO in pregnant women. Animal studies were conducted with
naloxone hydrochloride given during organogenesis in mice and rats at doses 4-times and 8-times, respectively, the dose
of a 50 kg human given 10 mg/day. These studies demonstrated no embryotoxic or teratogenic effects due to naloxone
hydrochloride. Because animal reproduction studies are not always predictive of human response, EVZIO should be used
during pregnancy only if clearly needed.
Clinical Considerations
Naloxone hydrochloride crosses the placenta, and may precipitate withdrawal in the fetus as well as in the opioiddependent mother. The fetus should be evaluated for signs of distress after EVZIO is used. Careful monitoring is needed
until the fetus and mother are stabilized.

Data
Animal Data
Naloxone hydrochloride was administered during organogenesis to mice and rats at doses 4-times and 8-times,
respectively, the dose of 10 mg/day given to a 50 kg human (when based on body surface area or mg/m2). These
studies demonstrated no embryotoxic or teratogenic effects due to naloxone hydrochloride.
Nursing Mothers
It is not known whether naloxone hydrochloride is present in human milk. Because many drugs are present in human
milk, exercise caution when EVZIO is administered to a nursing woman.
Pediatric Use
The safety and effectiveness of EVZIO (for intramuscular and subcutaneous use) have been established in pediatric
patients for known or suspected opioid overdose, as manifested by respiratory and/or central nervous system depression.
Use of naloxone hydrochloride in pediatric patients is supported by evidence from adequate and well-controlled studies
of naloxone hydrochloride in adults with additional data from 15 clinical studies (controlled and uncontrolled) in which
neonates and pediatric patients received parenteral naloxone in doses ranging from 0.005 mg/kg to 0.01 mg/kg. Safety
and effectiveness are also supported by use of other naloxone hydrochloride products in the postmarketing setting as well
as data available in the medical literature and clinical practice guidelines.
Absorption of naloxone hydrochloride following subcutaneous or intramuscular administration in pediatric patients may
be erratic or delayed. Even when the opiate-intoxicated pediatric patient responds dramatically to naloxone hydrochloride
injection, he/she must be carefully monitored for at least 24 hours as a relapse may occur as naloxone is metabolized.
In opioid-dependent pediatric patients, (including neonates), administration of naloxone may result in an abrupt and
complete reversal of opioid effects, precipitating an acute opioid withdrawal syndrome. Neonatal opioid withdrawal
syndrome, unlike opioid withdrawal syndrome in adults, may be life-threatening and should be treated according to
protocols developed by neonatology experts.
In neonates and pediatric patients less than 1 year of age, careful observation of the administration site for evidence of
residual needle parts and/or signs of infection is warranted.
Geriatric Use
Geriatric patients have a greater frequency of decreased hepatic, renal, or cardiac function and of concomitant disease
or other drug therapy. Therefore, the systemic exposure of naloxone can be higher in these patients. Clinical studies
of naloxone hydrochloride did not include sufficient numbers of subjects aged 65 and over to determine whether they
respond differently from younger subjects. Other reported clinical experience has not identified differences in responses
between the elderly and younger patients.
NONCLINICAL TOXICOLOGY
Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenesis
Long-term animal studies to evaluate the carcinogenic potential of naloxone have not been completed.
Mutagenesis
Naloxone was weakly positive in the Ames mutagenicity and in the in vitro human lymphocyte chromosome aberration
test, but was negative in the in vitro Chinese hamster V79 cell HGPRT mutagenicity assay and in the in vivo rat bone
marrow chromosome aberration study.
Impairment of Fertility
Reproduction studies conducted in mice and rats at doses 4-times and 8-times, respectively, the dose of a 50 kg human
given 10 mg/day (when based on surface area or mg/m2), demonstrated no adverse effect of naloxone hydrochloride
on fertility.
PATIENT COUNSELING INFORMATION
Advise the patient and family members or caregivers to read the FDA-approved patient labeling (Instructions for Use).
Instruct patients and their family members or caregivers to:
• Become familiar with the following information contained in the carton as soon as they receive EVZIO:
— EVZIO Instructions for Use
— Trainer for EVZIO Instructions for Use
— Trainer for EVZIO
• Practice using the Trainer before EVZIO is needed.
— Each EVZIO (which is purple and yellow) can only be used one time; however, the Trainer (which is black and
white) can be re-used for training purposes and its red safety guard can be removed and replaced.
— Both EVZIO and the Trainer for EVZIO incorporate the electronic voice instruction system.
• Make sure EVZIO is present whenever persons may be intentionally or accidentally exposed to an opioid to treat
serious opioid overdose (ie, opioid emergencies).
Instruct patients and their family members or caregivers how to recognize the signs and symptoms of an opioid
overdose requiring the use of EVZIO such as the following:
• Extreme sleepiness – inability to awaken a patient verbally or upon a firm sternal rub.
• Breathing problems – this can range from slow or shallow breathing to no breathing in a patient who cannot be
awakened.
• Other signs and symptoms that may accompany sleepiness and breathing problems include the following:
— Extremely small pupils (the black circle in the center of the colored part of the eye) sometimes called
“pinpoint pupils.”
— Slow heartbeat and/or low blood pressure.
Instruct them that when in doubt, if a patient is unresponsive, and an opioid overdose is suspected, administer EVZIO as
quickly as possible because prolonged respiratory depression may result in damage to the central nervous system or
death. Instruct them to seek emergency medical assistance after administering the first dose of EVZIO.
Duration of Effect
Instruct patients and their family members or caregivers that since the duration of action of most opioids may exceed that
of naloxone, seek immediate emergency medical assistance, keep the patient under continued surveillance, and administer
repeated doses of EVZIO as necessary.
Limited Efficacy for/with Partial Agonists or Mixed Agonist/Antagonists
Instruct patients and their family members or caregivers that the reversal of respiratory depression by partial agonists or
mixed agonist/antagonists, such as buprenorphine and pentazocine, may be incomplete.
Precipitation of Severe Opioid Withdrawal
Instruct patients and their family members or caregivers that the use of EVZIO in patients who are opioid dependent may
precipitate an acute abstinence syndrome characterized by the following signs and symptoms: body aches, diarrhea,
tachycardia, fever, runny nose, sneezing, piloerection, sweating, yawning, nausea or vomiting, nervousness, restlessness
or irritability, shivering or trembling, abdominal cramps, weakness, and increased blood pressure. In neonates, opioid
withdrawal may be life-threatening if not recognized and properly treated, and may include the following signs and
symptoms: convulsions, excessive crying, and hyperactive reflexes.
Administration Instructions
Instruct patients and their family members or caregivers about the following important information:
• EVZIO is user actuated and may be administered through clothing (eg, pants, jeans) if necessary.
• Inject EVZIO while pressing into the anterolateral aspect of the thigh. In pediatric patients less than 1 year of age,
pinch the thigh muscle while administering EVZIO.
• Upon actuation, EVZIO automatically inserts the needle intramuscularly or subcutaneously, delivers the naloxone,
and retracts the needle fully into its housing. The needle is not visible before, during, or after injection.
• Each EVZIO can only be used one time.
• If the electronic voice instruction system of EVZIO does not work properly, EVZIO will still deliver the intended dose
of naloxone hydrochloride when used according to the printed instructions on its label.
• The electronic voice instructions are independent of activating EVZIO and are not required to wait for the voice
instructions to be completed prior to moving to the next step in the injection process.
• Post-injection, the black base locks in place, a red indicator appears in the viewing window and electronic visual and
audible instructions signal that EVZIO has delivered the intended dose of naloxone hydrochloride.
• EVZIO’s red safety guard should not be replaced under any circumstances. However, the Trainer is designed for
re-use and its red safety guard can be removed and replaced.
• It is recommended that patients and caregivers become familiar with the training device provided and read the
Instructions for Use; however, untrained caregivers or family members should still attempt to use EVZIO during a
suspected opioid overdose while awaiting definitive emergency medical care.
• Periodically visually inspect the naloxone solution through the viewing window. If the solution is discolored, cloudy,
or contains solid particles, replace it with a new EVZIO.
• Replace EVZIO before its expiration date.
Manufactured for: kaleo, Inc., Richmond, VA 23219
* For California Only: This product uses batteries containing Perchlorate Material – special handling may apply.
See www.dtsc.ca.gov/hazardouswaste/perchlorate
You are encouraged to report negative side effects of prescription drugs to the FDA. Visit www.fda.gov/medwatch
or call 1-800-FDA-1088. To report adverse events, a product complaint, or for additional information about EVZIO,
call: 1-301-692-1747.

©2016 kaleo, Inc. All rights reserved. PP-EVZ-US-1044 May 2016

Baseline Characteristics

• The baseline characteristics according to the participants’ age, gender, ethnicity,
prior cardiovascular disease history, LDL-C, and HDL-C levels were not statistically significantly different. The baseline characteristics are clinically similar
between the study arm and the comparator arm.
• The study consisted of patients with mean age of 65 years old, majority (83%)
of male gender, of European or Chinese descent, with mean LDL-C level of 63
mg/dL and mean HDL-C level of 44 mg/dL.

During Trial
Blinding

• The patients, clinicians, investigators, data collectors, and analysts were blinded to the
treatment.
• Laropiprant is a prostaglandin D2 receptor antagonist that has been shown in previous
studies to improve adherence to niacin therapy by reducing flushing in up to two-thirds
of patients. But flushing still occurs in a third of those patients who take laropiprant
with niacin, which may have introduced bias into the study by suggesting to the
patients and clinicians the groups to which they were assigned.

Equal Treatment

• The study had somewhat equal treatment of both study arms.
• The study protocol allowed for “early recall visits,” which were visits outside of the
standard monitoring schedule if patients had severe symptoms thought to be related
to study treatment. Since there was a significantly higher rate of adverse effects associated with the study treatment as compared to placebo with, for example, a 1.4%
(p<0.001) higher incidence of infection and a 3.7% (p<0.001) higher incidence of disturbed diabetes control, this will have prompted greater healthcare exposure in terms
of assessment visits in the experimental arm of the study. The greater frequency of
follow-up visits by the treatment arm may have led to unequal treatment by prompting
the subjects to receive better care and/or more motivation to pursue lifestyle improvements. Because the study protocol allowed for patients’ lipid-lowering therapy to be
altered and the study treatment discontinued by their physicians if their cholesterol
was deemed inadequately controlled, possibly leading to inaccurate study dropout
rates and better lipid-lowering results in the study arm. The study did not disclose how
many of the 25% dropouts in the experimental group were switched from study medication to non-study statin due to inadequate treatment, but interference outside of the
study investigators may have led to unequal treatment.
• Non-study niacin use was minimal. Three participants from the experimental group
and 9 from the placebo group were reported as taking non-study niacin. These participants account for less than 0.1% of each study arm, and are unlikely to influence the
results of the study.

End of Trial
Completeness of Outcome Data

• A total of 12,838 and 12,835 par-ticipants were analyzed in the treatment arm
and placebo arm, respectively.
• An equally small percentage of patients was lost to follow-up in both study
arms (108 [0.8%] vs. 95 [0.7%] in treatment vs. place-bo).
• The absolute risk difference (ARD) for the primary outcome is as follows: Any
major vascular event: 0.005 [0.5%].
• The ARD for the safety outcomes is as follows: GI: 0.01 [1%], myo-pathy:
0.007 [0.7%], infection: 0.01 [1%], new onset DM: 0.01 [1%], and disturbed
DM: 0.04 [4%].
• The percentage of patients lost to follow-up were greater than the absolute
risk differences of the composite primary outcomes, signifying that the size
of the missing data was large enough to possibly bias the study results.

Method of Outcome Analysis

• The authors of the study reported use of an intention-to-treat (ITT) analysis. ITT
was verified by checking the figures and tables of the study. Thus, the number
randomized was the same as the number analyzed.
• Fasting blood lipid levels were collected for all participants at baseline. Central
laboratory assays of “non-fasting” blood lipid levels of LDL-C and HDL-C were
performed at baseline, at median follow-up of one year, and at the final visit in
all participants, and annually for 5% of the total participants. Use of non-fasting
blood lipid levels may have added erroneous reporting of true lipid levels.
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II. Trial Results
The primary outcome was a composite consisting of nonfatal MI, death from coronary causes, stroke, and
revascularization events. The rate of each individual event subtype was reported in the study, and generally showed
nonsignificant trends toward better results with niacin ER/laropiprant. The composite result suggests a statistically as
well as clinically non-significant reduction in any major vascular event.

Primary and
Secondary
Outcomes

[NiacinLaropiprant
Dose]
N=12,838

[Placebo]
N=12835

Relative
Risk (RR)

Relative
Risk
Reduction
(RRR)

Absolute
Risk
Reduction
(ARR)

Number Needed
to Treat (NNT) or
Number Needed
to Harm (NNH)

P-value

Any Major
Vascular Event

1696
(13.2%)

1758
(13.7%)

0.96
(0.90-1.03)

4%

0.5%

N/A

0.29

Major Coronary
Event

668
(5.2%)

694
(5.4%)

0.96
(0.87-1.07)

4%

0.2%

N/A

0.51

Stroke

498
(3.9%)

499
(3.9%)

1.00
(0.88-1.13)

0%

0.009%

N/A

0.56

Revascularization

807
(6.3%)

897
(7%)

0.9
(0.82-0.99)

10%

0.7%

142

0.03

Safety
Outcomes

[NiacinLaropiprant
Dose]
N=12,838

[Placebo]
N=12835

Relative
Risk (RR)

Relative
Risk
Increase
(RRI)

Absolute
Risk
Increase
(ARI)

Number Needed
to Treat (NNT) or
Number Needed
to Harm (NNH)

P-value

GI ADE

620
(4.8%)

491
(3.8%)

1.26

26%

1%

100

<0.001

Musculoskeletal
ADE

481
(3.7%)

385
(3.0%)

1.25

25%

-0.7%

134

<0.001

Infection ADE

1031
(8.0%)

853
(6.6%)

1.21

21%

1%

72

<0.001

New Onset DM

494/8704
(5.7%)

376/8670
(4.3%)

1.31

31%

1%

75

<0.001

Disturbed DM
Control

460/4134
(11.1%)

311/4165
(7.5%)

1.49

49%

4%

27

<0.001

III. Trial Applicability
Patient Applicability

36

• The results of this study apply to patients who are 50 to 80 years old and have
a history of myocardial infarction, cerebrovascular atherosclerotic disease,
peripheral artery disease, or diabetes mellitus with symptomatic coronary heart
disease.
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Patient Applicability (Continued)

• The study is applicable to patients with similar baseline characteristics as the
study participants, with a mean age of 65 years old, mostly (83%) of male
gender, of European or Chinese descent, with mean LDL-C level of 63 mg/dL
and mean HDL-C level of 44 mg/dL.
• Some key exclusion criteria are severe renal insufficiency with creatinine >2.3
mg/dL, history of chronic liver disease or abnormal liver function tests (i.e. ALT >
1.5x ULN), and recent acute MI, coronary syndrome, or stroke within 3 months
of screening.

Intervention Applicability

• The study used a combination of niacin/laropiprant with simvastatin or simvastatin plus ezetimibe in a patient population with established CVD. Niacin is commonly and easily accessible and obtainable for patients over-the-counter, but
currently the combination product of niacin ER/laropiprant is not available in the
US market.

Patient-Important Outcomes
Measured

The outcomes measured in the study were:
1. Clinical endpoints directly measuring cardiovascular event rates in treated
patients.
2. Blood lipid levels measured as a surrogate endpoint.
The study included clinically mean-ingful primary outcomes for pa-tients with
cardiovascular disease.
• Although the study drug resulted in an average decrease of 10 mg/dL of LDL-C
level and an average increase of 6 mg/dL of HDL-C level, the clinical end-point
was not reflective of the expected benefit of the changes in lipid level.
• The measure of outcomes regarding actual cardiovascular events is clinically
more mean-ingful regardless of significant changes in surrogate endpoints.

Balance of Benefits vs. Harms

• Taking niacin ER/laropiprant on top of moderate-intensity statin-based treatment
did not significantly reduce the risk of heart attacks [absolute risk reduction; ARR
0.2%], strokes [ARR 0.009%], and revascularization rates [ARR 0.7%].
• Taking niacin ER/laropiprant led to a variety of serious adverse drug reactions
(ADRs). Many of the ADRs in the trial were known before the study, such as skin
and gastrointestinal disorders, but some were discovered during the study, such
as an increased risk of infection.

Nominate someone today

• Although general, measurable changes were observed in LDL-lowering and
HDL-elevating effects of niacin ER/laropiprant, they did not result in a statistically
significant reduction of cardiovascular event risk.
• Primary outcome was non-significantly reduced in the niacin ER/laropiprant
group with an absolute risk reduction of 0.5% (p=0.29). The number needed to
treat was 206, but given the non-significant p-value, the actual number may be
much greater. Conversely, overall mortality was significantly increased in the
niacin ER/laropiprant group with a number necessary to harm of 205. Niacin
ER/laropiprant treatment was also associated with significantly higher rates of
known adverse events of niacin, such as GI, musculoskeletal, skin, bleeding
events, and decreased glycemic control, in addition to an unknown adverse
event of niacin, namely, infectious adverse events.
• Overall, the benefits do not outweigh the potential risks of the study drug.
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Conclusion for Healthcare Professionals
HPS2-THRIVE demonstrated that niacin ER/ laropiprant versus placebo with simvastatin 40mg and/or ezetimibe
10mg did not produce statistically significant benefits in decreasing the risk of major vascular events while leading to
a number of clinically significant serious adverse events. The study was well designed overall with a large and diverse
study population. The flushing associated with niacin may have introduced bias into the study by suggesting to the
patients and the clinicians the groups to which they were assigned. In addition, the fact that over 33% of those who
started the active niacin ER/laropiprant phase withdrew during the LDL cholesterol-standardization phase due to
adverse events may have introduced additional bias in the study results by underestimating the magnitude of adverse
events. Furthermore, the percentage of patients lost to follow-up were greater than the absolute risk differences of
all three primary outcomes, signifying that the size of the missing data was large enough to possibly bias the study
results. Overall, it can be concluded that the known harms outweigh the clinically non-significant benefits in the combination niacin ER/laropiprant treatment in addition to statin therapy in patients with atherosclerotic vascular disease with
LDL-C and HDL-C levels already at goal range.

Conclusion for Patients
HPS2-THRIVE showed that niacin ER/laropiprant with simvastatin and or ezetimibe did not produce significant benefits in decreasing the risk of heart attack and stroke, but it did lead to a number of significant serious side effects. The
study was well-designed overall with a large and diverse study population. The current standard of therapy for lowering
cholesterol in high-risk patients is high-intensity statins, unless not tolerated. Although the background cholesterol-lowering therapy is not representative of current standard of care, it can still be safely concluded that niacin ER/laropiprant
should not be recommended as an add-on therapy. Overall, it can be concluded that there is more harm than potential
benefit when taking the combination niacin ER/laropiprant treatment in addition to statin therapy in patients with atherosclerotic vascular disease with LDL-C and HDL-C levels already at goal range.
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The following excerpt is the second of three in a series covering payment for pharmacy services. Look for
more from this White Paper in the past and next issue of California Pharmacist or read the full article here
now: http://bit.ly/white-paper-payment

Introduction
Integrated care is the delivery of
quality, affordable, and coordinated
care to patients by providers encompassing all facets of health care. This
care model under the ACA provides
for grants or contracts to primary care
providers that work with interdisciplinary teams and provide continuity
of care to patients. Pharmacists are
recognized as crucial members of the
integrated healthcare team.1
The ACA specifically created two
integrated care models: Accountable
Care Organizations (ACOs) and Patient
Centered Medical Homes (PCMHs).
Under authority of the Centers for
Medicare and Medicaid Services
(CMS), ACOs came to fruition as pilot
projects in which health care providers
and institutions were given the opportunity to participate as partners to
form innovative solutions to meet the
aims of the ACA: quality, affordability,
and coordination. In the original pilot

ACOs, the shared savings program
was part of a shared cost payment
system in which providers within the
ACO had a contractual agreement
with CMS to be accountable for the
quality and cost of care to the Medicare beneficiaries that they served.2
Today, ACOs are medical organizations made up of physicians, hospitals,
and other health care providers that
provide coordinated and cost-effective
health care specifically to Medicare
beneficiaries under a shared savings
program. However, ACO models continue to evolve in order to provide care
for all patient populations with chronic
diseases regardless of coverage.
Similar to ACOs, a Patient Centered
Medical Home (PCMH) also provides
coordinated and quality care. PCMHs
run on an FFS payment model plus
shared cost incentives. The major
difference between a PCMH and an
ACO is that PCMHs are smaller care
delivery models, whereas ACOs are

made up of many medical homes and
manage the care of a larger population.3 The National Committee for
Quality Assurance (NCQA) establishes standards that determine which
practices are deemed to serve and be
recognized as a PCMH.4
The ACA created this payment
model to reward provider performance. With better quality care and
clinical outcomes, it is likely that such
new integrated care models like ACOs
and PCMHs will become a sustainable
innovation in health care delivery.
Pharmacists have more opportunities to be part of the care team in an
ACO and PCMH because effective
medication management is a critical
factor for improving the outcomes of
patients who have chronic conditions.5
Therefore, the unique skills of pharmacists to provide medication management beyond the dispensing setting
are paramount to success in this area.
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Pharmacist Services in an
Integrated Care Model:
Coverage Through Medical
or Pharmacy Benefit?
Pharmacists who provide nondispensing services in an integrated
care model will have to establish
agreements directly with medical
groups, a health plan, or primary care
physicians/physician groups who are
contracted to care for the patients.
Therefore, coverage for non-dispensing pharmacy services such as
MTM or disease management would
be reimbursed through the medical
benefit. In an integrated care payment
system, providers can be paid on an
FFS basis, but also have the opportunity to receive a portion of the shared
savings incurred if the collaborative
team has displayed successful health
outcomes for their patients. There are
a few differences between ACOs and
PCMH payer and payment models.
ACOs: An ACO is a legal entity
that applies to be part of the Medicare
Shared Savings Program and enters
into a three-year agreement with
CMS agreeing to be held accountable for the quality and cost of care
for Medicare beneficiaries assigned
to the ACO. Pharmacies in an ACO
setting will have to be contracted by
the medical group as an organization.
The only way for individual pharmacists to be contracted into an ACO is if
the pharmacy within the ACO model
hires pharmacist employees. ACOs
are required to serve at least 5,000
patients or beneficiaries and have to
create a governing body that performs
assessments and evaluations and
reviews care provided to patients.
ACO providers are paid through
traditional FFS under Medicare while
also incurring the overall shared savings obtained from providing care to
patients. The providers within the
ACO have to prove that they met all
the quality requirements and met the
minimum savings threshold in order to
obtain the shared savings payment.1
PCMHs: Individual pharmacists
including those working in hospitals or
a community pharmacy, or as longterm care consultants, are eligible
to enter into a PCMH agreement.
40

Pharmacists are generally employed
or contracted into a PCMH under a
medical group, although partnerships
can also exist with pharmacy schools
and hospitals. Pharmacists may also
be contracted by primary care providers who have been qualified by the
National Committee for Quality Assurance (NCQA) as a PCMH. Regional
pharmacists who work in a health plan
may also provide services to several
PCMHs in a particular geographic area.
FFS reimbursement from third-party
payers is still present in a PCMH,
along with additional incentive payments for patients with positive health
outcomes. These incentive payments
can be paid in numerous ways and is
up to the medical group as to how it
wants to distribute the shared value
savings. Such payment types include:
Adjustments: Includes payment
for non-traditional reimbursed services
or higher rates for qualified practices in
a PCMH.
FFS Plus: Consists of an FFS payment with either lump sum payments,
per-member-per-month (PMPM)
payments, or a PMPM and a pay-forperformance (P4P).
Shared savings: Occurs when
practices that meet payer-specified
quality metrics can qualify for 50/50
shared savings using a formula that
roughly adjusts for case mix and compares expected expenditures agains
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total practice cost.
Comprehensive payment:
Includes enhanced payment to support medical home systems and is
similar to a capitation model.
Grant based: Intends to cover all
payments for medical home transformation costs and is based on an
approved budget.6

Key Influencers of Quality
Measures Among the
Payer Community

Nationally, it is advisable to keep
current with the Pharmacy Quality
Alliance (PQA) and specifically with
the workgroups and their development
of new quality measures. The work
of this organization will create quality
measures that will define the role of
the pharmacist in quality-based payment models.
From a community pharmacy organization perspective, being a member
of the PQA is critical to remain current
with quality activity across the nation.
Being an influencer within the quality
measure arena will help position the
organization to succeed in new payment models: participating in leadership forums, providing comments on
proposed new measures, and contributing to the pharmacy profession.
The National Committee for Quality Assurance (NCQA), the organization responsible for Healthcare

Effectiveness Data and Information
Set (HEDIS) measures, develops
standards for recognizing a physician
practice as a PCMH. NCQA was the
first organization to establish a formal
recognition process. Those standards
specify that practices must implement
evidence-based care-management
plans, use non-physicians to manage patient care, coordinate care
transitions, support patient self-management, and track test results and
patient referrals.
Other groups such as Joint Commission, Accreditation Association
for Ambulatory Health Care, Center
for Pharmacy Practice Accreditation (CPPA), and Utilization Review
Accreditation Commission (URAC) are
developing accreditation programs.7
Health plans are key influencers
in the PCMH payer community since
they reimburse medical groups at a
higher rate if they are PCMH recognized or accredited. However, medical
groups and provider networks that are
recognized as a PCMH should be seen
as the most influential stakeholder
since primary care organizations will
likely seek MTM or other clinical
services provided by pharmacists. It
is imperative that pharmacists build
relationships and market their services
with PCPs and medical groups so that
they become included in the medical
home care team. 		

Required Credentials in
Order to Be Approved into
an ACO or PCMH

Pharmacists who acquire an
Advanced Practice Pharmacist (APP)
credential and operational capabilities have a competitive advantage to
be hired or contracted into a medical
group or provider network operating in
an ACO or PCMH and show measurable value of their services for direct
care of patients. Additional continuing
education training for clinical services
such as MTM, immunizations, etc.,
will also help a pharmacist who is
seeking employment or a contract
agreement with a medical provider
group. Pharmacies or pharmacist
networks particularly looking to be
part of an ACO will also need to show

Strengths, Weaknesses, Opportunities, and Threats for
Pharmacists in an Integrated Care Model:
Strengths
•

•

Weaknesses

Medical homes can lead to
higher quality and lower costs
and can improve patients’ and
providers’ experience of care.
Payment reform through the
ACA has set the stage that
integrated care models are the
future model for providing care.

•

•
•

•

Opportunities
•
•
•

Integrated care models may
make more sense for chronically ill, elderly persons and
less sense for young, healthy
persons for whom it may not
be cost-effective.
ACOs and PCMHs are still
very new models.
Many original ACO pilot
projects did not succeed;
therefore, the structure is still
developing.
Responsibility for patients
without them being obligated
to get all their care from the
ACO.
Threats

Reduces individual risk to
pharmacists.
Shared financial risk for
pharmacists.
FFS plus shared savings
payment.

proof of their articles of incorporation,
an employee identification number or
a National Provider Identification (NPI)
number, and a copy of liability insurance. Pharmacists will be expected to
demonstrate their value and qualifications and be credentialed by the medical group, ACO, or PCMH to provide
direct patient care. Experience with
using health information technology
(HIT), working in a team-based care
environment, providing direct patient
care, and having excellent communication skills will be desirable qualifications.

Barriers for Participating
in an ACO or PCMH
One of the major barriers for
pharmacists becoming members of
an integrated care team is taking the
responsibility and risk for payments
and outcomes, which pharmacies
and pharmacists have not traditionally done. Another potential barrier
for pharmacists is not having an
electronic health record (EHR) system

•

Shared savings distribution is
up to the medical group, not
necessarily all the providers.

that integrates with a shared database
among other providers in the ACO
or PCMH. This is a significant issue,
especially for community pharmacists.
Although there has been discussion
and movement toward obtaining
interoperable systems for all health
care providers to use, such health IT
ecosystems are not yet in use.8

Next Steps for
Pharmacists
First, pharmacists must identify
a need in the community or within
a provider network where they can
improve a patient population’s medication regimens and outcomes. Access
to community data will be necessary
to assess whether comprehensive
medication management or other
possible pharmacy services are
needed. Pharmacists need to develop
a business plan or proposal in order to
market their practice or pharmacy network. The business proposal will need
to address strategies that improve
quality care and reduce overall health
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costs. In addition, pharmacists who
are looking to be hired within a care
team must have strong credentials.

To be continued…
Look for the next sections from
Payment for Pharmacist Services:
White Paper in upcoming issues of
California Pharmacist or view the
entire paper here now:
http://cpha.com/Advocacy/
Pharmacist-Provider-Status
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University
Reports
Business Model
California Health Sciences University
By Vigil Beth Rapiz, CPhA Board of Directors Representative
CHSU students were able to attend
RX Boot Camp in Yosemite, California
on June 10-12, 2016. Students were
able to network and strengthen their
leadership among other CPhA students around California. There were
many activities where each student
was able to attain a certificate for the
STEPPS program while presenting
innovate ideas for the "Shark Tank"
challenge. Even though we were not

part of team that won, it was still a
great experience and we left with
more friendships, motivation, and
inspiration for CPhA and ourselves.
CPhA at CHSU welcomes pharmacists and other pharmacy students
to our CPhA week. If you are in the
Clovis/Fresno area or would like to
attend the following events and want
more information, please contact Matt
Lopez at mattlopez22@gmail.com.

California Northstate University
By Paia Angel Lor, CPhA Board of Directors Representative

Left to Right: Huy Tran, Michael Luong, Aiko Flores,
Maily Vang, Angie Ung, Melissa Kimura, Paia Angel Lor,
and Sandy Dela

California Northstate University
(CNU) students finished their last
finals and kicked off their summer

break in Yosemite, California at CPhA’s
Rx Boot Camp. The two-day boot
camp provided students an opportunity to brainstorm innovative ways
to advance the pharmacy practice in
a shark tank style competition. CNU
students described the experience as,
“an inspiring way to promote the profession” and “a great way to network
with pharmacy students from other
schools.”
In addition to CPhA’s, Rx Boot
Camp, CNU CPhA-ASP’s board members spent the summer planning and
organizing events for the upcoming
school year. We are excited to walk

with Sacramento Valley Pharmacists
Association to fundraise for the American Heart Association at the 2016
Sacramento Heart Walk on September
24, 2016. We will also be hosting our
5th Annual Pharmacist Appreciation
Dinner to thank the pharmacists, who
work so diligently to provide the community access to quality healthcare
services. Furthermore, we will participate in various health fairs throughout
the school year, which will enable
pharmacy students to gain hands-on
experience in the administration of flu
shots, blood pressure screens, and
blood glucose readings.

Chapman University School of Pharmacy
By Melissa Sandoval, CPhA Board of Directors Representative
Summer Fundraisers
CUSP APhA/CPhA-ASP fundraising
has officially kicked off! This summer
our fundraisers included, Top 300
Drugs Flash Card sales, Board Game
Night with students, professors,
faculty and staff, and a restaurant
fundraiser at Panda Express. With the
IPPE rotations continuing this summer

and beyond, CUSP APhA/CPhA-ASP
wanted to facilitate students’ learning
of their Top 300 drugs by providing an
opportunity to purchase flash cards at
a discounted price.

Foreign Language Series
Through this foreign language
series, students were provided with

Leaders Jasmine Sardar, Tiffany Nguyen, Dr. Sui Fun
Wong, and Michael Phan at this year’s SLI conference
in D.C.
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additional skills to communicate with
our diverse patient population. Simple
phrases like “hello” or “how are you”
in one’s native language goes a long
way. Student pharmacists learned a
multitude of other languages including
Spanish, Farsi, Vietnamese, Arabic, and
Korean.

International Potluck
This special Dean’s Forum meeting
featured a student led and delivered,
international potluck lunch for all faculty
and staff. Peter Godwin Onyeka lead
the students on the effort and guest
speaker Professor Matt Munson from
the Chapman Argyros School of Business to presented his work on “TIMEOLOGY.”

Pharmacy Day Picnic
The second annual Pharmacy Day
Picnic was held this past June for our
incoming Pharm.D. class members and
the third cohort of CUSP’s Freshman

Early Assurance Program (FEAP).

Summer Leadership
Institute 2016
This year, CUSP was able to send
out three members of our executive
board, President Michael Phan, VP
of Finance Tiffany Nguyen and VP of
Patient Care Jasmine Sardar, to the
Student Leadership Institute conference in Washington D.C. The student
leaders were joined by our wonderful
chapter adviser, Dr. Siu Fun Wong,
where they participated in leadership
seminars to strengthen the local chapter, and to network with other professional chapters throughout the nation.

theMIX at Newsong
Church
CUSP APhA/CPhA-ASP was able
to incorporate APhA-ASP National
Patient Care & Community Service
Projects at “theMIX” an event organized by the Newsong Church located

in an underserved community of Santa
Ana. theMIX is a community experience every Wednesday night where
a potluck dinner is served and then
parents and children break-out into
variety of free classes, trainings and
workshops including zumba, karate,
gymnastics and more

Milestone Celebration:
CUSP Achieves Candidate
Status!

CUSP’s Pharm.D. program has
officially been granted Candidate
status by the Accreditation Council
for Pharmacy Education (ACPE). This
achievement is completed on time
according to the originally established
strategic plan schedule for the accreditation process, in which the Chapman
University School of Pharmacy (CUSP)
was awarded Pre-candidate accreditation status in February 2015.

Touro University California
By Julian Aurigui, CPhA Board of Directors Representative
Rx Bootcamp

New Board

How do we achieve inter-professionalism? For developing student
leaders, a weekend in Yosemite was
dedicated to answering that very
question. Rx Bootcamp is a two-day
conference designed by students for
students that centers on collaborative
practice. This year, 9 Touro students
made their way to Yosemite to participate in this up and coming event. Two
days were filled with team building
activities that focused on collaboration, communication, and networking.
Rx Bootcamp closed with a Shark
Tank-like team innovation competition
and students were able to walk away
with reinforced collaborative ideals
and Team STEPPS certification. Future
participating students can look forward to the additive value this event
can offer their developing professional
careers.

Congratulations and
a warm welcome to
the incoming APhA/
CPhA board for Touro
University 2016-2017!
This determined group
of pharmacy students
is eager to accomplish
great things this
coming year.
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Membership
Drive
The beginning of
Left to Right: Sandra Lertpaichaiyon, Julian Aurigui, Jason Xie, Paul
Sidhu, Victor Mendoza, Kathie Nguyen, Kevin Cheung, Andy Pham
a new school year
brings many events
and experiences to
our chapter’s tabling session. In the
incoming students, among them is
near future, our chapter also plans to
the chance to explore the opportunihost an ice cream social and a table
ties and benefits a great organization,
session during our school’s Club Day
such as CPhA, has to offer. Throughevent. We hope to attract even more
out student orientation, numerous
interest and memberships during
students showed interest in joining at
these events.
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University of California, San Diego
By Sarah Graveline, CPhA Board of Directors Representative
Nhu Lai Temple Health
Education Event
Student pharmacists conducted
blood pressure screenings in conjunction with Asian Pacific Health Foundation at Nhu Lai Temple in San Diego.
Students were able to educate over
20 patients on hypertension and the
role pharmacists have in the care of
patients with chronic diseases.

UCSD Healthcare
Professions Workshop for
High School Students

Our VP of OTC Literacy along
with members of the UCSD School
of Pharmacy and School of Medicine

held an event for high school
students in the San Diego
area to learn more about
healthcare professions.
Through hands on activities
and time to speak with current students, the high school
students were introduced
to pharmacy and medicine
and how to pursue careers in
healthcare.

UCSD student pharmacists and members of the Asian
Pacific Health Foundation provide health screenings for
the public at Nhu Lai Temple.

CPR Classes at UCSD
UCSD APhA / CPhA ASP will
holding CPR classes in September
for pharmacists and student pharmacists. Please consider supporting our

chapter if you are in the area and need
to renew your CPR certification. For
more information, please contact our
chapter president Kim San Agustin at
ksanagus@ucsd.edu.

University of California, San Francisco
By Emmeline Academia, CPhA Board of Directors Representative
Summer is a time for new ideas.
Two of our students, Micah Ahazie
and Emmeline Academia, participated
in this year’s Rx Boot Camp in Yosemite. They collaborated with students
from all California schools, presenting
smartphone application ideas during the much-awaited Shark Tank
Competition. One application sought
to provide pharmacist-vetted drug
information along with side effect,
adverse event, and drug interaction
troubleshooting, all through a code on
a label. The other sought to integrate
Medication Therapy Management

services with daily activities, working
with community partners to incentive
adherence and lifestyle changes.
The San Francisco and San Mateo
pharmacist’s association recently
merged to form the Peninsula Pharmacists’ Association (PPA). CPhA Board
of Directors Representative Emmeline Academia attended a PPA board
meeting and learned about exciting
new local initiatives to improve patient
and environmental safety, as well as
forthcoming collaborations with UCSF
students and peninsula pharmacists.
Our APhA President-Elect and

CPhA member Trung Ky spent time at
the Summer Leadership Institute from
July 15-17 in Washington D.C. where
he learned with budding leaders nationwide, from pharmacy students to congressmen, discussing H.R. 592/S.B.
314, and the recently signed Comprehensive Addiction and Recovery Act to
combat the opioid epidemic.
As the board gets ready for an exciting Fall Quarter at UCSF to welcome
new students by sharing our passions
and purposes through APhA/CPhA,
perhaps the lines between work and
play do become blurred.

cpha presents

leadership summit
treat yourself

november 12-13 • newport beach • www.cpha.com/LS
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University of the Pacific
By Brandi Tacdol, CPhA Board of Directors Representative
Spring Picnic
To celebrate the end of Spring
Midterms, University of the Pacific
held their annual Spring Picnic that
was sponsored by Walgreens on June
16th. More than 400 students came
outside after their morning classes
to see delicious BBQ, free super
hero themed t-shirts, bounce houses
including human foosball and jousting,
along with waterguns and a volley ball
net. About $275 was raised for the
Wounded Warrior Project by the Pie
for Charity booth.

Pacific Without Borders
UOP’s International Pharmaceutical
Students’ Federation (IPSF) hosted
its annual cultural event called Pacific
Without Borders after Spring Picnic.
This event involved a cultural fashion
show, delicious ethnic foods and a

variety of cultural performances. All
proceeds for this event were donated
to the Ecuador Earthquake Relief. In
addition, this event received National
Recognition from APhA-ASP.

Annual Pharmacy Ball
On June 24th, UOP held its Annual
Pharmacy Ball where second year
pharmacy students celebrated the
end of their didactic years and the
start of a new chapter as they begin
APPE rotations. This event was made
possible thanks to the Senior Board’s
successful auction where professors
and students offered items, lessons,
food or a full day events in return for
donations for the annual ball.

SCCP Research
Symposium
Students that were involved in

The APhA-CPhA ASP board in their super-hero themed
t-shirts after our Spring Picnic.

research presented their projects
they worked on during the Student
College of Clinical Pharmacy’s
Research Symposium on July 7th.
Over 20 posters were proudly
presented to the student body and
faculty. Research topics ranged from
protein-specific drug research to our
Medicare’s Team research focusing on
pharmacy practice. This symposium
gave students the opportunity to learn
about the advancements in all fields of
pharmacy.

University of Southern California
By Michelle Lee, CPhA Board of Directors Representative
Student pharmacists attended
the 2nd annual Rx Boot Camp, held
by CPhA in Yosemite, CA, a twoday conference ran by students, for
students, on June 11-12, 2016. Our
students were given the chance
to showcase their innovative ideas
through the Shark Tank competition
sponsored by Dr. Robert Nickell, a
successful pharmacist, entrepreneur,
and innovator. Moreover, students
received TeamSTEPPS certification
after a series of team building
activities and training, based on
an evidence-based framework,
to cultivate on skills sets used
to optimize and enhance team
performance in patient safety and
health care delivery as future health
care professionals.
The Chinese American Pharmacy
Student Association (ChAPSA) held a
medication review brown bag session
in partnership with the Allied Pacific
48

Wellness Center in Alhambra, CA. Six
student pharmacists volunteered their
time to help over 30 seniors assess
their compliance with medications,
side effects, and possible drug
interactions with other medications.
Finishing up the summer strong,
a group of USC students traveled
to Romania in July with Dr. Naomi
Florea, USC Associate Professor of
Clinical Pharmacy, and collaborated
with local physicians, Romanian
medical students, and pharmacists
in delivering medications, medical
supplies, and food to 600 patients
with chronic diseases, such as
diabetes, asthma, congestive heart
failure, and parasitic infections.

American Pharmacy
Student Alliance (APSA)
The American Pharmacy Student
Alliance (APSA) welcomed the
beginning of a new school year with
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Team of USC Student Pharmacist led by Dr. Naomi
Florea on a medical mission to Romania.

their annual retreat on August 5-6,
2016 for incoming Executive and
General Board Members. APSA
is an “umbrella” organization that
encompasses APhA, CPhA, IPSF,
ASHP, and CSHP, offering many
leadership opportunities, patient care
projects, legislative involvement, and
conference scholarships. The event
was designed to review APSA’s goals,
expectations, as well as providing
workshops and activities for a group
of almost 50 student pharmacists
bond while developing their leadership
skills and goals for another successful
year at USC.

West Coast University
By Marc Salvatus, CPhA Board of Directors Representative
Rx Boot Camp
This year, Rx Boot Camp was held
on June 11-12 at the beautiful Yosemite National Park. Students were
placed in situations that emphasized
teamwork and tested their physical
endurance. Several ideas regarding
inter-professional collaboration were
pitched at the Shark Tank-style competition. Jade Wilia, a PY3 student,
described the experience as “rich and
irreplaceable,” and would “recommend all students to attend an Rx
Boot Camp at least once during their
PharmD program."

Cardiovascular Health
Outreach
Students returned to the East
Hollywood Certified Farmers’ Market
on July 7 to promote cardiovascular
health. With an attendance of 60
patients, blood pressure screenings
were performed along with education on lifestyle modifications and
medication adherence. Patients were
also referred to their primary care
provider when necessary. This effort

to increase our chapter’s
presence in the surrounding Los Angeles area will
continue on August 14
at the Los Angeles City
College Swap Meet. As
our attendance at both of
these events increases,
our hope is that pharmacists become more
recognizable to the public
as accessible healthcare
providers.

Chapter Officer
Meetings

WCU at Rx Boot Camp 2016
Left to right: Roy Chang, Jade Wilia, Khin San, Sarah Kamel

The CPhA WCU chapter
officers strive for continuous development and improvement of the chapter.
On May 25, a transitional retreat was
held for both incoming and outgoing chapter officers. The meeting’s
agenda included reflecting on the
prior year’s successes and areas of
improvement, reviewing the calendar
for the upcoming year, establishing
goals, and planning future events. Both
sets of officers took this opportunity

to collaborate and share their experiences and ideas with each other as
chapter leaders.
Incoming chapter officers met on
July 28 for updates on the chapter’s
progression. Topics of discussion
included refining the documentation
process for outreach events, informing
new students about CPhA during orientation week, and finalizing upcoming events.

Western University of Health Sciences College of Pharmacy
By Thu Nguyen, CPhA Board of Directors Representative
This summer, the students of
WesternU were on a break and had
the opportunity to continue being
involved with CPhA. The 2nd Annual
Rx Bootcamp occurred on June 11th
-12th in Yosemite National Park.
The conference introduced topics to
students such as collaborative drug
Therapy Management and comprehensive medication management by
the keynote speaker, Dr. Ryan Gates.
He touched on the importance of the
pharmacists’ role to increase positive
patient health outcomes as well as
financially feasible drug management
therapies through these initiatives.
Students also participated in a
Shark Tank competition introduced

by Dr. Michael Conner and Dr. Robert
Nickell. This competition encouraged
students to venture into entrepreneurship within pharmacy and help
the community. Some of the ideas
presented include medication delivery
services to the geriatric demographic
and a phone application for medication records at musical festivals. One
of our students, Sun Vega, was a part
of the winning team of the competition and she will be able to present
her team’s proposal at West Coast
Exchange in February.
This fall, WesternU College of
Pharmacy will be welcoming our class
of 2020 and continuing the celebration
of our 20th Anniversary. Our chapter

of CPhA will be providing some events
that will ease our new class into the
world of pharmacy. Later in August,
we will have a Night of Networking for
students and pharmacists from local
CPhA chapters to develop professional
relations. We have several fundraisers coming up as well including a
game show event structured after the
popular show, The Price is Right, and
a merchandise sale of our organization’s hoodies. In September, we will
be having elections to recruit the next
prestigious leaders of our executive
board and great ambassadors for the
future of CPhA.
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SELF-DIRECTED LEARNING MODULES

FOR THE COMPOUNDING PHARMACY PRACTICE

Improve the quality of your personnel training and
competency assessment program through
Self-Directed Learning Modules.
COMPLIANCE: This comprehensive set of modules will provide you with the knowledge required to understand standard operating
procedures and current standards of practice as well as ensure your comprehension through learning assessments.
SIMPLIFY PERSONNEL TRAINING: Purchase your modules today and receive up to 4 complimentary registrations to increase
your personnel’s day-to-day compliance1.
EASY ACCESS: Modules are available on our online platform and can be accessed 24/7 from your office or the comfort of your
own home.
FLEXIBLE SCHEDULING: Each module takes approximately 10 minutes to complete such that training can easily be scheduled.
RECOGNITION: Upon completion of all the modules, receive an LP3 Network certificate.

1

Non-sterile set

$500 USD

Sterile set

$500 USD

Non-sterile & sterile combined set

$550 USD

Request and registration for additional accesses must be completed within 6 months of purchase.
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The Best Always Stands Apart.

Dependable.
Professional.
Experienced.

For more on our supplemental staffing
services or to inquire about career
opportunities, contact us at

1.800.Rx relief
info@rxrelief.com

Rxrelief.com
Our Mission: Consistently Provide Client Experiences Focused on What They Value Most

What Makes Us Different?
• We Provide What the Generic Companies Can’t: VALUE - You Get Your Money’s Worth
• Our Pharmacists are Clinicians: We Service all Aspects of Pharmacy - Hospital, Home Infusion,
Long Term Care, Managed Care, Mail Order, and Community
• We are the Experts: Pharmacy Staffing is ALL WE DO
• We are Experienced: Rx relief has Over 70 Years of Pharmacists Experience on Our Management Team
• We are Proven: Rx relief has Provided Pharmacists and Pharmacy Technicians for Over 35 Years
• Your Success is Our Success

Serving the U.S. since 1978

