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executive editor letter

Cannabis, Substance Abuse, and the
Pharmacist’s Role in Patient Care
A series of events over the past few years have brought forward conversations at the pharmacy
counter that were historically unheard of, or if they did occur were whispered in the confines of
the most trusted pharmacist-patient relationship.

executive editor

The issue at hand is the complex considerations of treating a patient who is using (or
perhaps abusing) illicit drugs while under your care. The series of events that has moved
this conversation out from the shadows and into the light of pharmacist care are interesting
because, on the one hand, they are the result of an expanding public policy movement to, for
example, decriminalization cannabis. On the other hand, they are also the result of a rampant
spike in opioid misuse and abuse of both prescription medications and street drugs such as
heroin. Two ends of a very long continuum.

managing editor

The former is a rather recent phenomenon with roots linked to several states approving the
medicinal and recreational use of cannabis. As of January 2018, 30 states and the District
of Columbia now provide for some form of medicinal use of cannabis despite it still being
classified as a Schedule 1 drug in the Federal Controlled Substances Act. Additionally,
eight states have taken an even further policy step to approve recreational use of cannabis.
This policy shift and broader acceptance of cannabis may encourage patients to be more
forthcoming with their pharmacist with regards to cannabis use, which is a positive step in
helping the pharmacist know everything they need to know in order to evaluate the patient for
potential drug interactions and other harmful effects of the drug. In this edition of JCPhP, you
will have the opportunity to learn about the pharmacist’s role in cannabis counseling and how
to safeguard the patient from potential harm.
The larger, and arguably much more serious, discussion with regards to opioids is a topic that
has been gripping the headlines of American televisions, newspapers and legislative chambers
of late. According to the Centers for Disease Control and Prevention National Vital Statistics
System, every day in America, 115 people die from an opioid overdose. Sadly, the news stories
and political fodder are so prevalent that many people have become numb to the statistics
and accept that this is becoming a part of the “new normal” in America. But this is where
pharmacists can have a great impact. Nearly every state in the U.S. now allows pharmacists to
prescribe and/or furnish the lifesaving reversal medication naloxone hydrochloride, commonly
referred to as naloxone or Narcan. This important rescue medication has become part of a
dialogue that pharmacists have begun having with patients and other caregivers who are at
risk—or know someone at risk—of overdose on medication opioids and other street opiates.
While pharmacists have the authority to now offer and counsel patients on naloxone, there is
still an acceptance gap among patients who need it the most. In this edition of JCPhP, you will
have the opportunity to examine how patients are accepting naloxone after reviewing opioid
safety posters as we try to ensure that pharmacists are part of the solutions to counter this
devastating public health issue.
Both of these important policy shifts in the U.S. demonstrate the ever-expanding, important
role that pharmacists are playing to keep ourselves, our family members, and our communities
healthy and safe, particularly in life-and-death situations. From Maine to Arizona, pharmacists
are an important part of the health care team and can help contribute to these solutions.
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editorial

Embracing the Opportunity for Rebranding
Richard Dang, PharmD, APh, BCACP

The practice of pharmacy has evolved significantly over the
last few decades. The expansion of the scope of practice for
pharmacists now encompasses responsibilities beyond the
medication-use system. These duties range from providing
patient education to administering immunizations to furnishing
medications pursuant to protocols or collaborative practice
agreements. These changes were marked by several key
milestones, including the introduction of the Doctor of Pharmacy
(PharmD) degree, the requirement of the PharmD degree as a
foundation for licensure, the introduction of clinical clerkships
in pharmacy education, the introduction of the concepts of
“pharmaceutical care” or “clinical pharmacy,” and the expansion
of residency training programs.
However, as the profession changed over time, it encountered
several barriers to the recognition and acceptance of the
pharmacists’ new roles and responsibilities. Despite the
successes and the proven benefits of these new roles, issues
related to regulation, payment, and public perception often
hampered widespread acceptance. The profession has made
progress in the areas of regulation and payment but attention
to the perception issues is an area that can be lead to further
success.
Surmounting these barriers required persistent efforts by
professional pharmacist organizations and their allies. Most
notably, in 2013, the California State Legislature passed
a significant piece of legislation, known as SB-493, which
impacted the scope of pharmacy practice. In the years that
followed, AB-1535 and AB-1114 continued to build on the
momentum resulting from SB-493.
The key components of recent legislation included the:
1. Recognition of pharmacists as “healthcare providers”
who have the authority to provide healthcare services
2. Expansion of the scope of practice in the areas
of immunizations, hormonal contraception, nicotinereplacement therapies, international travel, and naloxone
access
3. Creation of an Advanced Practice Pharmacist (APh)
licensure
4. Addition of pharmacist services to the schedule of
benefits for reimbursement through Medi-Cal
These key pieces of legislation have served as the catalyst for
the continued evolution of the profession over the last few years.
Provider status recognition impacts the eligibility of healthcare
programs, such as pharmacist services, through Medi-Cal,
Medicare, and subsequently private third-party payers. The
omission of pharmacists as providers limits the patient’s access
to pharmacist services and the potential of reimbursement
for the provision of those services. With the recognition of
pharmacists as healthcare providers and expansion in the
scope of practice, the legal and regulatory barriers in California

have been reduced. Even so, the quest for the pharmacist’s
provider status continues to be a challenge on the federal level
with HR-592 and S-109 remaining stagnant in the United States
Congress.
Payment for pharmacist services has long been an obstacle that
seemed insurmountable. However, a schedule of benefits for the
payment of pharmacist services is expected to be released by
Medi-Cal within the next year. While this is currently limited to
Medi-Cal beneficiaries and to services defined within SB-493, it
is a major achievement in overcoming a long-standing challenge.
This puts the profession on a firm pathway toward receiving
proper reimbursement for providing a service instead of solely
receiving reimbursement for dispensing a product.
As the profession continues to evolve, the challenge becomes
to reconcile the traditional image of a pharmacist with the
modern-day reality. The traditional image of the pharmacist that
is most widely held by general members of the public, including
other healthcare providers, is one of a pharmacist dispensing
medications within a traditional medication-use system. This
is a reasonable perception for the general public to have. The
dispensing and “gatekeeper” role of the pharmacist is not
only the foundation of our profession but is also an essential
function in ensuring the safe and appropriate use of medications
in both the outpatient and inpatient setting. However, today’s
pharmacists play other roles within the healthcare system—
from dispensing medications to providing patient education to
engaging in direct patient care activities. Individuals unfamiliar
with the various intricacies of the profession may not be able to
distinguish between the “traditional role” and the “other roles” of
the pharmacist.
Although California pharmacists have been practicing at the top
of their licenses through protocols and collaborative practice
agreements for many years, the new regulations present an
opportunity to address this public perception issue. As of late
2016, there are now two professional licenses that pharmacists
can receive: the traditional Registered Pharmacist (RPh) and the
new Advanced Practice Pharmacist (APh) licenses.
The explicit and foundational role of an APh is having the
authority to perform patient assessments; order and interpret
drug-related tests; participate in the evaluation and management
of diseases; and to initiate, adjust, or discontinue drug therapy.
Thus, pharmacists seeking to take on roles that extend beyond
the traditional medication-use system should embrace the APh
licensure as an avenue to re-brand and to change the public
perception. Inevitably, the RPh licensure will be associated
with the core role of providing a drug product in the medication
use system, while the APh licensure will represent the various
roles of pharmacists in providing patient care services through
prescribing authorities.
The potential for re-branding is illustrated in a 2011 study, by
Murawski and colleagues, evaluating similar advanced practice
designations in New Mexico and North Carolina.1 In this paper,
Murawski found that the additional advanced practice designati-
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ons were effective in changing both the physicians’ and patients’
perceptions of the role of the pharmacists. Additionally, the
advanced designations helped change the pharmacists’
perceptions of their own roles as healthcare providers.
These changes in perceptions involved the expectations of
pharmacists’ training and autonomy that facilitated relationship
building with physicians to embrace pharmacist-provided care.
The role of the pharmacist will evolve alongside the changes in
the healthcare system. Despite the changes, there will also be
two truths:
•

Pharmacists in the traditional dispensing role are
essential, and;

•

Pharmacists can have a major impact in any role where
medication use is prevalent.

As the scope of the practice expands, it is important for
members outside of the profession to understand the new
roles the pharmacist will play in optimizing medication use
and medication-related outcomes. The profession needs to
be proactive in the re-branding of its public image, especially
in anticipation of further scope of practice and paymentrelated regulations. The widespread acceptance and use of
the Advanced Practice Pharmacist license is the next step in
achieving this ultimate goal.
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Examining Patient Acceptability of Naloxone
Pre and Post Participating in the Evaluation of
Opioid Safety Posters
Jennifer Behan PharmD; Michelle Geier PharmD, BCPP

Abstract

Background and Significance

Background: In the United States (US) annual deaths from
drug overdose have risen to epidemic proportions and are
currently the leading cause of death in Americans under
age 50.(17) This was largely driven by opioid use, which was
implicated in 63% of confirmed overdose deaths in 2015.(16)
To combat opioid overdose (OOD), naloxone, a competitive
mu receptor antagonist, can be safely administered by trained
community bystanders to reverse an OOD. Unfortunately, patient
and provider barriers can interfere with patients’ accessing
and accepting a prescription for this lifesaving medication.(11)(19)
(20
). AB1535 is a law allowing California’s pharmacists to furnish
naloxone to any persons at risk of witnessing or experiencing an
OOD. Community pharmacies represent a setting in which large
numbers of patients could gain access to naloxone. Medically
engaged patients receiving opioid agonist treatment (OAT) for
substance use disorder represent a population that regularly
interfaces with pharmacy staff and are at elevated risk for OOD.
We developed a quality improvement project (QI) aimed at
increasing acceptance of naloxone in the outpatient pharmacy
setting. The project took place in an outpatient behavioral health
pharmacy that services the Medicaid and uninsured population.

Drug overdose is currently the leading cause of unintentional
death in the US. To date, opioids have been involved in more
overdose deaths than any other drug and were implicated in
165,000 fatalities from 1999 to 2014.(1) The year 2014 marked the
largest number of opioid deaths ever recorded. In the presence
of an epidemic, clinical practice guidelines have been updated
and now recommend naloxone as part of routine opioid safety.(1)
(2)(3)(4)
Pharmacists must be prepared to recommend this lifesaving
medication.

Methods
Pharmacy patients receiving OAT were invited to participate
in survey(s) assessing educational opioid safety posters. The
posters, created by pharmacy staff, recommended naloxone
and referenced statistics related to OOD obtained from the
Centers for Disease Control and Population (CDC) website.
Naloxone acceptability was defined as number of naloxone
prescriptions dispensed per OAT patient. Acceptability data
was collected for four months prior to the intervention period for
comparison.

Results
Naloxone acceptability in the pre-intervention period was 11.6%;
acceptability rose to 25.4% in the post-intervention period. This
represents a statistically significant increase in acceptability of
naloxone.

Conclusion
This project realized a significant increase in acceptance
of naloxone by patients exposed to an educational poster
intervention. This observation may suggest that education with
patient participation can increase the acceptance of medical
recommendations. It may further suggest that pharmacists can
become more effective in their approach to recommending
naloxone through participation in the development of opioid
safety materials.

Naloxone is a potent competitive mu receptor antagonist that
acts rapidly to reverse centrally mediated respiratory depression
in the presence of an OOD.(5) It is currently available for takehome use by laypeople at needle exchanges and pharmacies.
Nonmedical bystanders have successfully used naloxone since
its introduction in community-based programs in 1996. In 2010,
the Harm Reduction Coalition was the first to collect data on
its use by trained drug users and received reports of 10,171
successful reversals.(6) Studies have shown that naloxone can
be safely and effectively used by multiple populations, including
intravenous drug users, people using prescribed opioids,
and people using opioids for OAT.(7)(8) To date, the majority of
community naloxone reversals have been reported for heroin
overdoses.(1)(9) More targeted approaches are needed to ease
access to naloxone by medically engaged OAT patients no
longer visiting needle exchanges as well as the non-intravenous
drug use population. One step to improve access to all patients
was expanding the right of pharmacists to prescribe under
protocol or furnish it directly to patients without a prescription.(10)
Despite its critical role in community overdose reversals,
provider and patient barriers exist. While naloxone acceptability
among health care practitioners is on the rise, some providers
may still feel uncomfortable offering it.(11)(19)(20) A 2015 Kaiser
Permanente focus group revealed that prescribers felt
uncomfortable offering naloxone for reasons including fear
of offending the patient and concerns about increasing risky
behavior.(19) In addition to this potential barrier, a patient’s
perceived risk for unintentional OOD may be low. A 2016
Veterans Affairs (VA) study showed that patients receiving OAT
for substance use disorder tended to significantly underestimate
their risk of overdose. (12) Beyond having a substance use
disorder, additional risk factors that may pertain to this
population include a history of prior overdose, intravenous drug
use, alcohol use, sedative hypnotic/benzodiazepine use, cocaine
use, history of incarceration, or a general psychiatric diagnosis.
(18)

There is minimal data about methods to increase acceptability of
naloxone. Experts have advised using nonjudgmental language
(such as “opioid safety” as opposed to more pejorative terms
such as “overdose”) to facilitate conversations.(13) A VA study
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reviewing patient perception of naloxone kits evaluated patient
suggestions to improve acceptability. Some suggestions
included a more active learning approach, enhanced training
materials, and more relatable advertising. Educational posters
are one avenue that has been used to spread public health
awareness and as a method to help patients identify with risk.
(14)
Community pharmacists regularly interface with patients
receiving OAT who are at elevated risk for experiencing or
witnessing an OOD. Educational posters could be used as a tool
to enhance acceptance of naloxone in this setting.

pharmacy and patients voted and completed the same survey.
All OAT patients were invited to participate in phase 2 regardless
of their participation in phase 1. At the conclusion of the study,
the top four posters were selected and redesigned one last time
based on participant feedback.
Figure 1. Images of phases 1 and 2 and final opioid safety posters made
available for public use.

Objectives
The purpose of this project was to increase the acceptance
of prescription naloxone kits through the use of educational
posters. Educational posters were designed to depict a wide
variety of settings in which OOD can occur in an effort to
decrease stigma and appeal to a broad audience. An interactive
task was designed to improve the quality of the posters and
enhance the engagement of patients exposed to posters in the
pharmacy waiting area.

Methods
This project took place in an outpatient county behavioral
health specialty pharmacy. The pharmacy provides OAT to
approximately 90 opioid-dependent clients per month. The
patient census continually varies due to dropout, transfer to
community pharmacies, and new induction program entries.
Some of the specialty services offered include induction
consultations for buprenorphine, jail discharge maintenance,
observed dosing, urine toxicology screenings, clean syringe
services, and routine evaluations of the prescription drug
monitoring program. Due to the elevated risk of OOD in this
population, the pharmacy staff has routinely recommended
naloxone. Naloxone acceptability was compared across two
time periods—a four-month pre-intervention period and a fourmonth intervention period. Naloxone acceptability was defined
as the number of naloxone prescriptions dispensed at the
pharmacy per OAT patient seen. Naloxone furnishing included
a take-home naloxone kit with a pharmacist consultation
covering opioid safety, and how to recognize and respond to an
overdose. Statistical analysis was performed using a two-tailed
student z-test, and significance was set at a p-value of 0.05.
A total of 10 educational opioid safety posters were designed
by pharmacy staff and displayed in the pharmacy waiting area.
Poster designs portrayed a variety of populations and settings
where opioid use and unintentional overdose occur such as
pediatric poisonings, illicit drug use, young adult parties, health
care practitioner diversion, and older adults confused about
medication dosing. All educational posters recommended
naloxone and included a statistic related to OOD obtained from
the Centers for Disease Control website. In addition to making
the posters available for public viewing, all OAT clients were
invited to participate in a poster assessment activity, which
included voting for their favorite designs and filling out an
anonymous survey pertaining to poster quality and suggestions
for improvement. Patients were told the survey results would
be used to further develop posters to potentially be used for
city and county clinic use. The poster assessment activity
consisted of two phases. The first phase lasted for three months
during which patients voted for their three favorite designs and
provided feedback on quality. The four posters with the most
votes were then redesigned based on patient feedback. Each
of the four posters were redeveloped into three versions for
a total of 12 posters. The second phase lasted for one month
during which the 12 redesigned posters were displayed in the

Results
During the four-month intervention period, all OAT patients were
exposed to the educational posters displayed in the pharmacy
and invited to participate in the poster assessment activity. A
total of 129 and 134 OAT patients were seen in the pre- and
post-assessment period respectively. A total of 52 patients
completed the poster assessment activity during phase 1,
and 30 during phase 2. The total number of naloxone kits
furnished increased from 15 in the pre-intervention period to 34
during the intervention period. A two-tailed z-score calculation
revealed a statistically significant difference in the proportion
of naloxone distributed per OAT patient seen. 11.6% of OAT
patients received naloxone during the pre-intervention period
versus 25.4% during the intervention period, yielding a z-score
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of -2.86 (p-value: 0.004). Survey results revealed that many
patients found the posters to be important and informative,
and appreciated the depiction of various settings of the “nonstereotypical addict.” Posters from the final phase are displayed
in the pharmacy waiting area and are being used in several city
and county clinics. The posters are also available online for
public use.
Figure 2. Naloxone prescriptions accepted per unique OAT patient.

Conclusion/Discussion
In the presence of an opioid epidemic, which is claiming
91 American lives per day, enhancing educational tools
that facilitate naloxone access is of the utmost importance
(18)
. Community pharmacists can improve patient safety by
increasing access to naloxone by medically engaged patients
receiving OAT. This project observed a statistically significant
increase in the acceptance of naloxone through an educational
poster intervention. This may suggest that patient assessment
of opioid safety materials can complement pharmacist
recommendations for naloxone. It may also suggest that
pharmacists can become more effective in their approach to
recommending naloxone after participating in the development
of opioid safety materials. A 2013 NCPA study showed that
the national average community pharmacy wait time is
approximately 45 minutes(15); this is time that could be used for
patients to participate in the review of educational materials of
this type. This project had multiple limitations. It was completed

12

in a single population, limiting its generalizability to other
settings. There was no data collected to explain why patients
accepted or declined take-home naloxone, limiting conclusions
that can be made. Due to the short duration of the project
it is also unclear if the acceptability and poster assessment
activity is sustainable. No data was collected examining if the
pharmacists’ attitudes/approaches for recommending naloxone
changed during exposure to the intervention. There was no
control group, and patients may have been duplicated, which
would skew the results. It is unknown if exposure to educational
posters alone could have effectively increased naloxone
acceptability. Owing to the simplicity of this intervention, it is
conceivable that it could be repeated in a community pharmacy
setting and calls attention to the feasibility of research in
this area. Despite limitations, the results of this intervention
were statistically significant. Future areas of research in our
setting will focus on the examination of why patients decline or
accept naloxone, and surveys will aim at addressing if and how
interactive educational materials can increase the acceptance of
naloxone.

www.jcphp.com | vol. 65, no. 1 | Journal of Contemporary Pharmacy Practice

“The views expressed herein do not necessarily reflect the
official policies of the City and County of San Francisco, nor
does mention of the San Francisco Department of Public Health
imply its endorsement.”

upcoming

About the Authors

certiﬁcate programs

Dr. Jennifer Behan, PharmD, graduated from University of
California San Francisco in 2012. She is the acting pharmacistin-charge at a San Francisco Department of Public Health
(SFDPH) specialty mental health and substance use services
pharmacy. This pharmacy serves patients who require higherlevel-of-care opioid agonist treatment services from a variety
of settings, including county primary care, county mental
health and a county homeless outreach team. In addition, the
pharmacy serves and is integrated with the first established
buprenorphine induction clinic in the United States. Dr. Behan
has experience working with patients with opioid use disorder,
including discussing opioid safety as well as identifying
and discussing with patients their opioid relapses. She has
experience developing and implementing opioid use disorder
support protocols/policies within the pharmacy setting.
Dr. Michelle Geier graduated from University of Washington
School of Pharmacy and completed a pharmacy practice PGY1
at the VA Puget Sound and a psychiatric pharmacy PGY2 at
University of California San Francisco (UCSF)/San Francisco
Department of Public Health (SFDPH). She is board-certified
in psychiatric pharmacotherapy. She serves as the residency
program director for the Zuckerberg San Francisco General
Hospital PGY2 in psychiatric pharmacy and is assistant clinical
professor at the UCSF School of Pharmacy.

hosted by the California Pharmacists Association
Anticoagulation Certiﬁcate Program
June 2, 2018 • Los Angeles, CA
October 13, 2018 • Stockton, CA

Pharmacy-Based Cardiovascular Disease
Risk Management
May 19, 2018 • Claremont, CA
August 25, 2018 • Oakland, CA
December 1, 2018 • Los Angeles, CA

Pharmacy-Based Immunization Delivery
April 28, 2018 • Elk Grove, CA

References

July 28, 2018 • La Jolla, CA

Available in digital publication at jcphp.com.

Selling Your Pharmacy?
Maximize
Your Value

Minimize
Your Worry

September 22, 2018 • Oakland, CA
November 3, 2018 • Los Angeles, CA

Delivering Medication Therapy
Management Services
November 10, 2018 • Los Angeles, CA

Pharmacy Sales Experts Ready to Help You!

www.RxBrokerage.com
Tony Hayslip , ABR/AREP

Pharmacist & Patient-Centered
Diabetes Care
June 9, 2018 • Sacramento, CA
October 6, 2018 • Irvine, CA

713-829-7570

Tony@RxBrokerage.com

register now

Ernie Zost, RHP

727-415-3659

cpha.com/events

Ernie@RxBrokerage.com
Call Hayslip & Zost Pharmacy Brokers LLC for a
free consultation. We have helped hundreds of independent
pharmacy owners nationwide get the maximum value
for their pharmacies. For more information about us,
please visit our website.

Dates and locations subject to change.
Visit cpha.com/events for latest information.

Journal of Contemporary Pharmacy Practice | vol. 65, no. 1 | www.jcphp.com

13

original research

Interpretation of California's Marijuana Regulations after
Proposition 64 and Pharmacy Practice Roles in Medical
Marijuana Dispensing against Federal Enforcement Risks
Ettie Rosenberg, PharmD, JD

Abstract
California was the first state in the union to pass medical
marijuana legislation with Proposition 215, the voter enacted
California Compassionate Use Act (CCUA, 1996), though
regulatory oversight for the medical marijuana industry was
negligible over the next 20 years. In 2015, California legislators
passed the Medical Marijuana Regulation and Safety Act
(MMRSA), providing a new and comprehensive regulatory
framework for medical marijuana, subsequently renaming it the
Medical Cannabis Regulation and Safety Act (MCRSA), with a
planned implementation of January 1, 2018. In 2016, California’s
marijuana landscape dramatically changed with the Adult
Use of Marijuana Act (AUMA), also known as Proposition 64
(“Prop 64”), a voter initiative successful in legalizing recreational
marijuana, where many prior similar initiatives had failed. In 2017,
California lawmakers merged the two Acts (MCRSA and AUMA)
into the Medical and Adult Use of Cannabis Regulation and
Safety Act, (MAUCRSA), known as Senate Bill 94 (SB 94), which
passed overwhelmingly and created a single comprehensive
marijuana regulatory scheme for California by integrating the
2015 recreational marijuana law with the state’s longstanding
medical marijuana program, also effective in January 2018.
Given the current national marijuana landscape and political
climate, California’s novel unified model for regulating and
taxing marijuana will likely influence how other states proceed
to regulate and tax the emerging legal marijuana industry, which
has an estimated value of $7 billion. Part One of this article
provides an overview of the soon to be effective “harmonized”
regulatory scheme for California’s medicinal and recreational
marijuana industries, touching on its potential to influence
other states. Part Two surveys the changed national marijuana
landscape within which three states have already implemented
a role for pharmacists in medical marijuana dispensing, despite
that under the federal Controlled Substances Act, as a Schedule
I substance, marijuana remains illegal for any purpose. The
recent developments have not surprisingly triggered questions
about a pharmacist’s liability vis a vis marijuana dispensing
and federal enforcement risks. Part Two also attempts to
answer those questions through an informative discussion of
the national marijuana landscape, the current political climate,
and their respective influences on federal marijuana policy and
enforcement.
Keywords: Proposition 64; medical marijuana; medical
cannabis; Controlled Substances Act; pharmacist liability.
"Marijuana in its natural form is one of the safest therapeutically
active substances known to man. By any measure of rational analysis
marijuana can be safely used within a supervised routine of medical
care ... It would be unreasonable, arbitrary and capricious for DEA
to continue to stand between those sufferers and the benefits of this
substance in light of the evidence in this record."
-- DEA Chief Administrative Law Judge Francis L. Young,
Ruling in the matter of Marijuana Rescheduling Petition, 9/6/1988.
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Part One: California’s Newly “Harmonized” Regulatory
Scheme for Medicinal and Recreational Marijuana
1.

Evolution of California’s Medical Marijuana
Legislation, Reconciliation of California’s Medical
and Recreational Marijuana Laws after Proposition
64: Reinstating California’s Leadership

Background
California became known as the nation’s birthplace for
legalization of medical marijuana in 1996, when voters passed
Proposition 215 (Prop 215), also known as the California
Compassionate Use Act (CCUA) in a general election.(1) Prop
215 provided limited protection, in the form of an exemption,
from criminal prosecution for the authorized use, possession or
cultivation of marijuana for medical purposes on the condition
that a California licensed physician, osteopath or surgeon made
that recommendation for medical use.(1) However, California's
marijuana dispensaries operated for more than 20 years after
Prop 215 without significant sate regulatory oversight. Like
many other states which authorized medical marijuana use
during the period since 1996, California's medical marijuana
program remained flawed with regulatory and enforcement
gaps. Moreover, while the numerous state laws authorized
marijuana’s medicinal use, its classification in Schedule I (C-I) of
the Controlled Substances Act was unchanged, and marijuana
remained illegal under federal law.(2) After Prop 215, it was eight
more years before the California Legislature passed Senate Bill
420 (SB 420), the “Medical Marijuana Program Act” (MMPA)
in 2004, which aimed to clarify the scope of Prop 215, further
define its terms and provisions, and ensure it was uniformly
applied across the state.(3)
Medical Cannabis Regulation and Safety Act (“MMRSA”)
In a major step toward bringing the state’s medical marijuana
program closer into compliance with federal law, the 2015
California legislature passed Assembly Bills 243 and 266
and Senate Bill 643, which together comprise the Medical
Marijuana Regulation and Safety Act (MMRSA , 2015).
(4)
MMRSA represented a long-overdue comprehensive
regulatory framework for the production, transportation, and
sale of medical marijuana, and established certain provisions,
programs, and agencies, providing both the authority and
funding to regulate medical marijuana in California.(4) MMRSA
also created the new Bureau of Medical Marijuana Regulation
supported by the Medical Marijuana Regulation and Safety Act
Fund, which aimed to ensure that patients in need would have
access to medical marijuana within a robust tracking system,
and to demonstrate that California was indeed serious about
implementing robust control measures for medical marijuana to
the Department of Justice (DOJ) and the DEA.(4) Though most
components of MMRSA would take effect on January 1, 2018,
California’s state agencies began work immediately to develop
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guidelines for local government, law enforcement, businesses,
patients and health providers to prepare for, and adapt to,
a newly regulated system for medical marijuana, which was
nonexistent in the previous 20 years. Effective January 1,
2017, MMRSA imposed many new rules on California medical
marijuana businesses, which included a broad range of
regulations for cultivation, manufacturing, testing, distribution,
transportation, and dispensing of medical marijuana.(4)

Medical Cannabis Regulation and Safety Act (MCRSA):
From Marijuana to Cannabis?
On June 27, 2016, the California legislature passed Senate
Bill No. 837 (SB 837) amending portions of MMRSA.(5) SB 837
renamed the former Medical Marijuana Regulation and Safety
Act and agencies established under MMRSA (Bureau of Medical
Marijuana Regulation, Medical Marijuana Regulation and Safety
Act Fund), as the “Medical Cannabis Regulation and Safety Act”
(MCRSA), Bureau of Medical Cannabis Regulation (BMCR), and
the Medical Cannabis Regulation and Safety Act Fund.(5) With
these changes in terminology, SB 837 acknowledged a known
industry-wide preference for use of “cannabis” over the term
“marijuana,” and all previous references to “medical marijuana”
or “marijuana” were also modified under MCRSA to “medical
cannabis” or “cannabis” respectively.(5) While the terms amended
by SB 837 may to some appear minor, upon due consideration,
the change speaks volumes.
Other organizational changes under SB 837 dealt with
reallocation of roles assigned to state regulatory agencies,
including: a) BMCR replacing the Department of Public Health
(DPH) as the agency responsible for licensure of testing
laboratories; b) Department of Food and Agriculture (DFA)
replacing BMCR in “establishing appellations of origin” for
cannabis grown in the state; and c) expansion of DPH’s role in
regulating manufacturing to include labeling and developing
labeling standards for medical cannabis products manufactured,
as well as edibles; and identifying and reporting any such
products misbranded or adulterated.(5) Figure 1 lists these
California regulatory agencies with their primary assigned
responsibilities.
Figure 1. Medical Marijuana Industry to be Regulated by Multiple State
Agencies (1a)

Regulatory Agency

Primary Responsibilities

Bureau of Medical Cannabis
Regulation (BMCR)

License medical marijuana
distributors, transporters,
testing facilities, and retailers

Department of Food and
Agriculture (DFA)

License and regulate medical
marijuana growers

Department of Public Health
(DPH)

License and regulate producers of edible marijuana
products

State Water Resources
Control Board (SWRCB)

Regulate the environmental
impacts of marijuana growing
on water quality

Department of Fish and
Wildlife (DFW)

Regulate the environmental
impacts of marijuana growing

Department of Pesticide
Regulation (DPR)

Regulate pesticide use for
growing marijuana

In summary, SB 837 (MCRSA) subjects California medicinal
marijuana businesses to a multitude of regulations ranging from
packaging and labeling, quality assurance testing, advertising,
seed to sale tracking, environmental impact restrictions, plant
canopy and potency limitations, to financing and ownership
restrictions.(5) The license application process for California
commercial medical cannabis businesses is scheduled to begin
January 1, 2018.(5) A prerequisite for the issuance of a California
state license is possession of a license, permit, or other
authorization from the local jurisdiction where the proposed
commercial cannabis activity will take place.(5)

Control, Regulate, and Tax Adult Use of Cannabis Act
(“AUMA”) (Prop 64)
The 2016 California ballot initiative for Proposition 64 (“Prop
64”) was sponsored by a marijuana policy coalition that had
historically played an active and vital role in passing most
previous marijuana legislation.(6) On November 8, 2016, California
voters again made history when 57% of voters passed Prop 64,
known by its official name as the Control, Regulate, and Tax
Adult Use of Cannabis Act (the “Adult Use of Marijuana Act” or
“AUMA”), to legalize recreational marijuana, with the anticipation
that its level of regulation and government oversight would be
the same as medical marijuana.(7) Thus, while it protects and
expands access to medical marijuana in California, Prop 64
also legalizes and controls non-medical adult cultivation, use
and sales, and incorporates with some minor modifications the
existing medical marijuana and industrial hemp laws.(8) More
significantly, Prop 64 satisfies another overarching goal because
once implemented, it will bring California into further compliance
with the federal policy calling for more stringent regulatory
control and enforcement over the marijuana supply chain.
Prop 64 represents a genuine attempt to address the legitimate
concerns of a public that has for the most part lived for over one
hundred years under a social prohibition of marijuana, while also
balancing legal access to recreational marijuana with an age of
consent.(7)(8) Prop 64’s basic provisions authorize: a) possession
by adults 21 years and older of up to one ounce of marijuana
and cultivation of up to six plants for personal use (adults, 21
years of age or older, can legally possess, transport, purchase,
consume, or share up to one ounce (≤ 28.5g) of marijuana, and
up to 8 grams of marijuana concentrates); b) regulation and
taxation of the production, manufacture, and sale of marijuana
for adult use; and c) revision of criminal penalties to reduce the
most common marijuana felonies to misdemeanors, and allow
prior offenders to petition for reduced charges.(7)
Marijuana advocacy groups believe that California marijuana
reform will not end with Prop 64. While Prop 64’s regulatory
provisions were largely patterned on the 2015 framework
established by MMRSA,(4) and it continued to maintain licensing
for medical versus adult use marijuana distinct and separate,
Prop 64 had always contemplated these two industries would
eventually be managed by a single agency in the Department of
Consumer Affairs, and anticipated that the California legislature
and agencies would consolidate the regulatory framework
into one.(7) Figure 2 describes non-medical marijuana activities
allowed and not allowed, as well as the limitations imposed
under Prop 64.

(1a) Adapted from the California General Election November 8, 2016,
Official Voter Information Guide; Analysis by Legislative Analyst,
© California Secretary of State. http://voterguide.sos.ca.gov/en/
propositions/64/analysis.htm.
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Figure 2. Proposition 64 Legalizes Nonmedical Marijuana Activities, With Restrictions (2a)

Activity

Activities Allowed Under the Measure

Activities Not Allowed Under the
Measure

Possessing marijuana for personal use

Smoking marijuana in a private home or at
a business licensed for on-site marijuana
consumption.

Smoking marijuana (1) while driving a car,
(2) in any public place (other than at a
business licensed for on-site consumption), or (3) anywhere that smoking tobacco is prohibited.

Smoking marijuana

Possession of up to 28.5 grams (about
one ounce) of marijuana and up to 8
grams of concentrated marijuana (such as
hash).

Possession of marijuana on the grounds of
a school, day care center, or youth center
while children are present.

Growing marijuana

Growing up to six marijuana plants and
keeping the marijuana produced by the
plants within a private home.

Growing in an area that is unlocked or
visible from a public place.

Giving away marijuana

Giving away to other adults up to 28.5
grams of marijuana and up to 8 grams of
concentrated marijuana.

Providing marijuana to minors under the
age of 21 for nonmedical use.

(2a) Adapted from the California General Election November 8, 2016, Official Voter Information Guide; Analysis by Legislative Analyst, © California
Secretary of State. http://voterguide.sos.ca.gov/en/propositions/64/analysis.htm.

Reconciliation of California’s Medical and Recreational
Marijuana Laws (after Prop 64)

Reinstating California’s Leadership in Marijuana
Regulation (and Industry)

Recently, on June 15, 2017, California lawmakers successfully
passed Senate Bill 94 (SB 94), aiming to “fix” gaps identified
across the regulatory schemes between MCRSA (June 2016)
and Prop 64 (AUMA, November 2016).(9) SB 94 was signed
into law by the governor on June 27, 2017, after a collaborative
legislative effort at integrating these two Acts (MCRSA and
AUMA) into a single unified framework for California marijuana
regulation.(9) SB 94 merges requirements from each of the two
Acts to permit single agency enforcement and oversight.(8) SB
94 also renamed the combined scheme as the “Medicinal and
Adult-Use Cannabis Regulation and Safety Act” (MAUCRSA),
and substituted the term “cannabis” where previously
“marijuana” was used.(9) The purpose and intent of SB 94
was to establish a comprehensive statewide regulatory and
enforcement system with oversight and control of cultivation,
distribution, transport, storage, manufacturing, processing,
and sale of both (1) medicinal cannabis and medicinal cannabis
products for patients with valid physician’s recommendations;
and (2) adult-use cannabis and adult-use cannabis products
for adults 21 years of age and over.(9) The newly proposed and
unified scheme of regulations under SB 94 will take effect
January 1, 2018.(9) In addition, SB 94 revised all references to
“marijuana” or “medical cannabis” in existing law to instead
refer to “cannabis” or “medicinal cannabis” respectively, uses
a definition of “cannabis” similar to that in the earlier law,
MCRSA, and renamed the Bureau of Cannabis Control as
oversight agency.(9) SB 94 allows for state licensed commercial
cannabis activity in twenty (20) different license classifications
including the cultivation, possession, manufacture, distribution,
processing, storing, laboratory testing, packaging, labeling,
transportation, delivery or sale of cannabis and cannabis
products.(9)

Expert marijuana market analytics report that 2016 was a year
of substantial gains across the marijuana industry, and as the
industry accelerated at a remarkable pace, North American
consumers spent $6.7 billion on legal marijuana products, up
34% from 2015, with that increase reportedly driven largely by
adult recreational sales of marijuana.(11) According to a statesponsored economic study conducted by the University of
California Agricultural Issues Center, California alone is “on the
verge of creating a legal market for marijuana worth more than
$5 billion.”(12)
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As Californians anticipate implementation of a unified
state regulatory and enforcement scheme for medical and
recreational marijuana on January 1, 2018, it is valuable to
reflect on California’s history and trajectory in the context of
medical marijuana legislation. California was the first state in
the country to pass medical marijuana legislation with Prop
215 in 1996.(1) On November 8, 2016, voters passed Prop 64
by 55.8% (for) and 44% (against), and California joined an
expanding number of states legalizing recreational marijuana
use for adults.(10) Prop 64 moved the state a step closer to federal
compliance and established a uniform marijuana industry, once
again positioning the state to set an example for other states
watching these recent developments. Assuming successful
implementation of SB 94, California’s leadership in establishing
a uniform marijuana industry could foreseeably set the national
standard for marijuana regulation and enforcement.

Conclusion: Is History Repeating Itself?
California has had a general tendency to pioneer on issues with
significant social impact. Stemming back as far as the 1849
gold rush – which gave rise to California’s official nickname as
the “golden state” – California has been viewed by many as the
place to find “golden” opportunity. For those in the multi- billion
dollar cannabis industry, this new era may be another such
“golden” opportunity.
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California voters opened its doors in 1996 to medical marijuana
with Prop 215 (CCUA), prompting the start of an evolution of
changing attitudes toward medical marijuana over the last 20
years in the state and across the nation, and again, in 2016
with Prop 64 (AUMA), to adult recreational marijuana. California
is clearly ushering in a new era with the promise of significant
growth across the marijuana industry, and which is certain to
bring with it both challenges and opportunities for many in the
state, including among them local governments, regulators,
entrepreneurs, and landowners.
Most recently, California passed SB 94 (MAUCRSA), a further
landmark legislation introducing the novel concept to harmonize
medical and recreational marijuana laws and to create a single
uniform regulatory and enforcement scheme for both marijuana
industries, which might foreseeably lead to the possibility that
California very soon could be equally, or even more well-known,
for its imminent 2018 “green rush” than for its historic 1849 “gold
rush.”

Part Two: Marijuana and the State of the Union …
A Changed Landscape … How Do Pharmacists Fit In?
1.

November 8, 2016: Welcome to a New America(13)

Background
In November 2016, a record number of ballot measures
across nine states (Arizona, Arkansas, California, Florida,
Maine, Massachusetts, Montana, Nevada, North Dakota) were
expected to relax the rules on marijuana, either by legalizing or
decriminalizing it, with California having the largest population,
at 39 million residents.(13) Seventy-five million people live in
the eight states where voters passed marijuana legislation
on Election Day in 2016.a(13) As far as marijuana is concerned,
the 2016 election results seemed to be a turning point for
the country.(14) Eight of the nine states successfully passed
ballot measures legalizing cannabis in some form.(15) Of those
nine states that considered ballot measures on cannabis
legislation in 2016, five considered adult–use (recreational)
and four considered medical cannabis.(15) To date, a total of 29
states, plus the District of Columbia (DC), have legalized and/
or decriminalized marijuana, where notably, comprehensive
medical cannabis programs allow qualified patients with statedapproved medical conditions access to cannabis products
in various dosage forms.b(16)(17)(18)(20) An interactive US map that
illustrates those jurisdictions can be found on the Marijuana
Policy Project website.(16)(17)(18)(20) Over 20% of Americans live
in a state where marijuana is legal for adults 21 years of age
and older.(14)(16)(18) While this current marijuana landscape has
developed over decades, it has dramatically transformed the
nation in recent years.
That said, just months before the November 2016 elections,
the DEA had announced that on the issue of enforcement, “no
changes” would be made to marijuana’s classification and it
would continue as an illegal substance under the federal law,
in Schedule I. (20) As then President Obama acknowledged,
the DEA and FBI agencies would be in a ridiculous position
if all of the 2016 marijuana ballot measures passed and they
nonetheless tried to enforce the Controlled Substance Act
against 20% of Americans.(16)(17)(18) When headlines broke the

morning of November 9, 2016, election results made it obvious
that the country had been hit by a tidal wave of marijuana
legislation. Moving forward with a new national landscape for
marijuana, the DEA and FBI would likely continue to be stymied
in federal enforcement in the marijuana context.

Reading the “Marijuana Leaves": What’s Next in the US?
What is the forecast for the future? First, the wave of marijuana
legislation passed by voters in 2016 is likely to continue in
2017, and beyond.(21) With the pattern and scope of marijuana
legislation passed in 2016 (and over the past few years), as
well as the new initiatives continuing to gain momentum across
the country, it should be obvious that voter-led social change
is “happening” before our eyes. With numerous developments
in states, including Michigan, Missouri, Delaware, and Rhode
Island, marijuana advocacy groups are further optimistic about
the next twelve to 24 months. In states where significant activity
has already been identified, Table 1 presents those states
likely to encounter similar marijuana legislation in 2017-2018,
differentiating between adult-use and medical marijuana use.
Table 1. States listed are likely to encounter cannabis legislation in 20172018 (differentiating between adult-use and medical cannabis use)

2017

2018

2018

Adult-Use
Cannabis

Adult-Use
Cannabis

Medical Cannabis

Vermont

Michigan

Michigan

Rhode Island

Missouri

Texas

Deleware

Maryland
North Carolina

Yet further changes are needed both in state and federal law
to avoid the possibility that federal law enforcement might be
directed against 20% of the country. Other changes would be
helpful in related additional contexts frustrated by the current
conflict in marijuana laws, for example, facilitating affordable
medical access to marijuana, employment and housing rights
protection, banking, and interstate commerce for marijuana
related industries.

2. Turning the Page on Prohibition: A New Chapter for
Medical Marijuana
“One of the things they don’t tell you about life is that if you hang
around long enough, you will see [the improbable], or even the
impossible” happen.(22)
The public debate on medical marijuana has for decades been
heavily influenced by the overriding, and somewhat paternalistic,
opinions of science and medicine. Specifically, based upon
their superior training and clinical experience, physicians were
long viewed to have superior knowledge concerning marijuana’s
medical values and risks, and accordingly, the public reasonably
believed them to be subject matter experts on the topic. As a
result of this widely accepted public perception of the medical
community’s superiority, the public simply deferred to physician
opinions and recommendations. In recent years, a fundamental
shift and transformation in public opinion on medical marijuana

a.
Voter initiatives by states (ranked from highest to lowest population) which approved regulated legalization (adult use) of cannabis included
California (39 million), Massachusetts (7 million), Nevada (3 million), and Maine (1 million); and those which legalized medical cannabis (ranked from
highest to lowest population) Florida (20 million), Arkansas (3 million), Montana (1 million) and North Dakota (750,000).(13)(14)
b.
An additional 18 states have restricted cannabis programs, solely permitting qualified patients access to cannabidiol (CBD), one of hundreds of
ingredients in marijuana; though unlike marijuana, CBD is non-psychoactive, yet nonetheless also classified as a C-I controlled substance.(19)
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has become evident, in part owing to the general development
of a more informed public. However, a dramatic reversal in
perspective on medical marijuana arising from the scientific
and medical community has accelerated public attitudes and
acceptance of medical marijuana toward the recent paradigm
shift. An example of such a catalyst is exemplified by the very
public reversal on medical marijuana issued by Dr. Sanjay
Gupta, the Chief Medical Correspondent for CNN.(22)(23) In 2009,
Dr. Gupta, broadcasted he was against medical marijuana,
arguing that “despite all the talk about the medical benefits of
marijuana, smoking the stuff is not going to do your health any
good,” only to reverse himself just as publicly in 2013.(22)(23) In
delivering an unreserved public confession, Dr. Gupta stated
that he had realized he “didn't look hard enough” or “didn't
look far enough,” and further admitted being “too dismissive
of the loud chorus of legitimate patients whose symptoms
improved on cannabis,” and was even remorseful for believing
the DEA had listed marijuana in Schedule I based on “sound
scientific proof.”(22)(23) In his 2013 opinion reversing himself to a
“pro” medical marijuana position, from a “con” position in 2009,
Gupta’s further admitted that “there are very legitimate medical
applications” for marijuana and “sometimes marijuana is the
only thing that works … we have been terribly and systematically
misled for nearly 70 years in the United States, and I apologize
for my own role in that."(22)(23) Since the passage of the Controlled
Substances Act in 1970, numerous petitions for the rescheduling
of marijuana from Schedule I to Schedule II have been filed,
each one unsuccessful despite the availability of scientific
evidence to support its medical use. With the scientific and
medical community removing its earlier objections, the public
conscience was finally free to embrace the growing social
movement supporting medical marijuana.

1.

Medical Marijuana: Dispensing Models,
Enforcement Risks, and Challenges

Medical Cannabis: Dispensary or Pharmacy Model?
In states that have legalized medical marijuana, one approach
employs non-medical professionals in an “industry” model to
grow, process, and dispense medical marijuana to qualified
patients. (17)(24) Though an “industry” model might provide
reasonable patient access, if medical marijuana is viewed as a
“drug” being dispensed by non-pharmacists, a logical challenge
would assert that employing non-medical professionals in
an industry model places patients at risk of harm due to the
absence of the specialized training and insight about possible
interactions, in which pharmacists are trained and routinely
screen for.(25) Since pharmacists are long-studied experts on the
rational evidence-based uses for drugs, their effects, and proper
handling, a logical follow-up underscores that pharmacists
would serve most appropriately as gatekeepers for medical
marijuana, even though the Controlled Substances Act prohibits
this as a pharmacy function because marijuana is classified
as a C-I and remains illegal for any purpose.(2) Illegality aside,
for argument’s sake, one could foresee that marijuana may
someday be “down-scheduled” to a Schedule II (C-II) and
thus, in theory become available by a proper C-II prescription.
Support for the proposition that pharmacists should adopt a
medical marijuana dispensing role also makes sense because
on a day to day basis, pharmacists already handle other
controlled substances in C-II, as well as many in C-III, C-IV
and C-V. By the same token, pharmacy operations are already
equipped with the infrastructure and processes needed for
the gatekeeping function, assuming marijuana was moved
to C-II. Expertly trained pharmacists functioning in the role
of gatekeepers for medical marijuana is also logical because
pharmacists are “able” to meet this challenge. Many, if not most,
pharmacists likely could not have fathomed this discussion even
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just five or ten years ago. Most pharmacists would also never
have imagined finding a marijuana leaf spread across on the
glossy cover of a major pharmacy journal, something seemingly
improbable. Well … “the times they are changing”(26) and, as
health professionals, we certainly need to not only be “able”
to meet the challenge, but also ready and willing, assuming of
course that the opportunity presents itself.

Medical Cannabis: The Pharmacist’s Role
What is the pharmacist’s role in context of medical cannabis?
Three states have previously passed legislation either
authorizing (Minnesota, 2015) (27) or requiring [(Connecticut,
2014) (28) (New York, 2016) (29)] pharmacists to assume a role
in dispensing medical cannabis. (18) Pharmacists ser ve
as gatekeepers in a more traditional “dispensary” model in
Connecticut, Minnesota, and New York medical marijuana
programs.(25)(27)(28)(27) Each of these three states have laws that
specify medical conditions that qualify patients under each of
their respective state medical marijuana programs. Minnesota
law lists certain qualifying medical conditions (glaucoma, HIV/
AIDS, Tourette’s, ALS, seizures, Crohn’s, severe & persistent
muscle spasms; cancer or a life expectancy <1 year; severe/
chronic pain, nausea/vomiting, or severe wasting).(18) New
York law lists ten medical conditions (cancer, HIV/AIDS,
ALS, Parkinson’s, MS, intractable spasticity, epilepsy, IBS,
neuropathies, Huntington’s; associated/complicating conditions
(cachexia, severe/chronic pain, severe nausea, seizures, severe/
persistent muscle spasms).(18) New York further acknowledges
that ongoing review of scientific evidence may support inclusion
of additional conditions in the future. (29) Connecticut law
closely resembles that of New York.(18) Pharmacists are the
sole gatekeepers for medical marijuana in these three states;
however, it remains essential to note their respective state
marijuana programs distinctly differ.(18)(23)(27)(28)(29)(31) Table 2 offers
a comparative overview of the various legal requirements and
provisions under Connecticut, Minnesota, and New York state
marijuana programs.(18)
Connecticut’s medical marijuana program actually requires
pharmacists licensed by the Connecticut Department of
Consumer Protection (CDCP) to own and operate its medical
marijuana dispensaries.(16)(26) Legal protections are afforded
pharmacists under the Connecticut program through immunity
provided by CDCP.(28) (Table 2) In addition, the Connecticut
legislature has unabashedly reclassified marijuana by state law
as a C-II controlled substance,(18)(28) a curious fact that flies in the
face of the federal Controlled Substances Act placing marijuana
in C-I.(1) (Table 2) In doing so, the Connecticut state legislature
must have clearly understood that without reclassification
of marijuana as a C-II, pharmacists handling marijuana in
Connecticut could be exposed to criminal prosecution, and
liability on various levels.
There is no question the Connecticut state legislature’s move to
reclassify marijuana to C-II was an effort to shield pharmacists
in the state, or at least to provide some element of protection
from federal and/or even state prosecution for handling
marijuana, still an illegal substance, under federal law.(2)(18)(28)
Where pharmacists serve in a “dispensary” model, such state
programs uniformly maintain closed distribution systems,
and neither contemplate nor sanction dispensing of medical
marijuana at neighborhood independent or chain drugstores,
where patients might have other traditional medication orders
filled. (Table 2) In other words, in the ”dispensary” model,
medical marijuana distribution is limited to specific certified
growers and producers, as well as dispensaries. (Table 2) The
states requiring (Connecticut, New York) or authorizing (Minnes-
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Table 2. Comparison: States Authorizing Pharmacists in a Medical Cannabis Dispensing Role

Prescriber Requirements/
Patient Restrictions

Pharmacist Provisions,
Requirements,
Protections

Connecticut (2014)(a)(d)

Minnesota (2015)(b)(d)

New York (2016)(c)(d)

Certify medical condition;
Qualifying medical conditions
resemble those of New York;
Strictest program in US; Patient
must designate specific dispensary

Certify medical condition; Nine
qualifying medical conditions

Certify medical condition; Ten
qualifying medical conditions;
Strict guidelines, required registry
(physicians & patients) (Medical
Marijuana Data Management
System); Physicians must consult
PMDP in advance

Connecticut licensed pharmacist
must own and operate dispensary; Only pharmacist certified
by Connecticut Department of
Consumer Protection (CDCP) can
dispense; CDCP provides pharmacist immunity; Marijuana reclassified by state legislature as C-II;
PDMP tracking; Limit: No more
than 2.5 ounces in 30-day period;
Labels mandated to show CBD/
THC ratios, expiration dates; May
sell for smoking; Edibles and other
forms permitted

Selects dose and formulation;
Dispenses only after consultation; Counsels on disease state &
therapy goals;

NY licensed pharmacist required
on premises to operate and
dispense; Limit: No more than
30-day supply; Only two New York
approved medical marijuana products must be offered (equal ratio
of THC to CBD); Other additional
products (w/ varying ratios of THC
to CBD);

Board of Pharmacy not involved in
medical marijuana

No sale for smoking

No sale for smoking; Edibles
banned

Required data entry in Prescription
Drug Monitoring Program (PDMP)

Medical Cannabis System

CDCP regulates system: Only
licensed growers, dispensaries
can handle; Dispensaries purchase
only from CDCP licensed producers; dispensary tracking; Initially
only six CDCP certified dispensaries; three more approved later (to
better serve Connecticut patients);
Estimated population of 20,000
people in state may be eligible to
use marijuana

Minnesota Department of Health
(DOH) regulates system: Two
growers; Three dispensaries currently; Law allows up to eight dispensaries

New York State Department of
Health (DOH) Commissioner
regulates closed distribution (dispensaries & growers): Maximum of
20 dispensaries; Potential patient
population estimated between
100,000 to 400,000 in NY.

NOTE: An estimated 230 of 10,000
physicians registered in state are
authorized to certify the approximately 8,200 registered users of
medical marijuana)

(a) Connecticut: In Connecticut, medical cannabis must be dispensed by pharmacists. Pharmacist Today. June 1, 2015. https://www.pharmacist.com/
connecticut-medical-cannabis-must-be-dispensed-pharmacists. Accessed on 7/4/17; Week In Review. Marijuana Business Daily. January 22, 2016.
http://mjbizdaily.com/week-review-sleepless-seattle-mmj-expansion-connecticut-concerns-illinois/. Accessed 7/4/17. https://www.mpp.org/states/
connecticut/summary-connecticuts-medical-marijuana-law/. Accessed 7/23/17.
(b) Minnesota: Chapter C11-SF No. 2470. Minnesota Session Laws 2014. May 29, 2014; Accessed 7/4/17; Minnesota Board of Pharmacy. General
FAQs. https://mn.gov/boards/pharmacy/resourcesfaqs/faqs/generalfaqs.jsp. Accessed 7/4/17; Dingman K; Pharmacists to take on large role in dispensing medical marijuana. Health Talk. University of Minnesota. June 29, 2015, www.healthtalk.umn.edu/2015/06/29/pharmacists-take-large-roledispensing-medical-marijuana. Accessed 7/4/17.
(c) New York: Compassionate Care Act. Bill no. A06357E. New York State Assembly, March 26, 2013. http://assembly.state.ny.us/leg/?bn=A06357E
&term=2013&Summary=Y&Actions=Y&Votes=Y&Memo=Y&Text=Y.Accessed 7/4/17; New York State Medical Marijuana Program. Frequently Asked
Questions. https://www.health.ny.gov/regulations/medical_marijuana/faq.htm. Accessed 7/4/17.
(d) Dispensing Cannabis, Jesse C. Vivian, RPh, JD, US Pharm. 2016;41(4):49-52, Jobson Medical Information LLC Detroit, Michigan Copyright © 2000
– 2017, Published April 14, 2016, https://www.uspharmacist.com/article/dispensing-cannabis, Accessed 7/4/2017.
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ota) a pharmacist to dispense further impose restrictions on an
individual pharmacist’s license and state certification, and these
states administer their respective medical marijuana programs
through either a state health department (Minnesota, New York),
or department of consumer protection (Connecticut). (Table
2) None of the three states provides for board of pharmacy
oversight of their medical marijuana programs. (Table 2) There
is some qualified immunity from state board of pharmacy
prosecution in those three states, assuming all other regulatory
requirements are met, simply because legislation has either
mandated (Connecticut, New York) or authorized (Minnesota)
pharmacist dispensing of medical marijuana. However, in spite
of the laws in the three states (Connecticut, Minnesota, and
New York) dictating only a pharmacist may dispense medical
marijuana, the reality is pharmacists in these states, or other
states, are not entirely immune from federal prosecution under
the federal Controlled Substances Act.
With a total of 29 states plus the District of Columbia that
currently have laws legalizing and regulating cannabis for
medicinal purposes, it remains uncertain whether, or how,
pharmacists will assume a similar role in other states’ medical
marijuana dispensing operations. In states other than those that
expressly require (Connecticut, New York) or expressly authorize
(Minnesota) a pharmacist dispensing role, pharmacists are illadvised to handle medical marijuana, or risk certain liability and
even prosecution under state board of pharmacy regulations,
or federal controlled substances law. That is because under
the Constitution’s pre-emption doctrine, the federal controlled
substances act prevails over state laws that are less strict.
Since the federal controlled substances act deems marijuana
a C-I controlled substance, it is illegal for any purpose. Indeed,
a 2015 Drug Topics survey of 715 pharmacists reported 28%
of survey respondents did not believe pharmacists should be
dispensing marijuana until it is reclassified as a federal C-II
controlled substance.(30) Although the same survey reported
48% of respondents favored pharmacist oversight of stateapproved medical marijuana dispensaries.(30)
Where unprotected by state law authorizing or mandating
pharmacists as gatekeepers, individual state boards of
pharmacy would not hesitate to sanction pharmacists handling
a substance illegal under the federal regulatory scheme.
Furthermore, under the federal act, individual states are not
authorized to reclassify controlled substances, including
marijuana.(2) Congress passed the 1970 Controlled Substances
Act, preempting states from passing legislation that attempts to
reclassify marijuana as C-I or C-II.(2) Short of a Congressional
amendment, or an action by the US Attorney General to do so, in
theory this can’t, or shouldn’t, happen. But it did. How can this
be reconciled? The answer is simple. Federal developments over
recent years have simply allowed this.
Most states long ago adopted their own state version of the
federal Controlled Substances Act, consistent with the federal
act. Luckily the federal government through the end of the
Obama administration assumed a laissez-faire approach.(32) It
would not be surprising if readers are bewildered. Pharmacists
must be aware that substances classified in C-I including
marijuana, by definition, have “no legitimate medical use, are
unsafe for use even under medical supervision, and have a
high potential for abuse,” and under the federal Controlled
Substances Act are illegal for any purpose.(2) The state of
Connecticut is the only state to challenge this, and “downschedule” marijuana to a C-II controlled substance, and trigger
an actual conflict between the federal act and state controlled
substance law.(16)(26)
The truth is “even in states that have legalized medical
marijuana, licensed and registered medical marijuana growers,
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distributors, and patients are breaking federal laws under the
Controlled Substances Act every day.”(33)(34) Other challenges
to participating in the marijuana industry extend past legal
risk and liabilities, though at the same time, also derive from
legal ramifications of violating the federal regulatory scheme,
and serve as strong disincentives to engaging in it.(33)(34) Banks
remain hesitant to establish commercial bank accounts or
extend credit to so-called “legal” medical marijuana businesses,
whether small or large.(33) Similarly, the IRS disallows standard
business deductions for these “legal” medical marijuana
companies, which also find it difficult to market themselves
to investors who may be fearful of related IRS audits or tax
liabilities.(30)(33)(34) Even in California, under Prop 64, and further
under SB 94, which merges the marijuana regulatory and
enforcement schemes, conflicts with federal law continue to
exist, leaving similar unresolved issues yet to be addressed.
Although the California scheme does not incorporate
pharmacists, California will have a uniform set of rules governing
cultivation, distribution and dispensing, by January 2018 when
SB 94 is implemented. Elsewhere across the country, there is
an absence of consistent rules, quality assurance standards
or regulations across the spectrum of states where medical
marijuana is cultivated.

Medical Cannabis: Federal Enforcement Risk and
Pharmacists’ Liability
As explained, the CSA supersedes state law on the issue of
controlled substances.(2)(18) In general, where there is a federal
law on a given topic, states may enact laws that are more strict
than federal law, but not less strict than federal law. Where a
state enacts a law on a matter covered by federal law, and one
or another provision conflicts, the state is required to follow
the stricter law. Thus, as in the context of states’ marijuana
legislation, medical or recreational, since CSA is the stricter law
as to the legal status of marijuana, federal law governs, and is
enforceable by the Justice Department under the US Attorney
General.
Thus, if states across the country are enacting laws concerning
marijuana possession, use, and sale that do indeed contradict
federal law, what is the solution? This conflict is real.
Additionally, with social attitudes toward marijuana changing,
more and more states have been passing legislation permitting
its use, possession and sale for medical purposes. During the
Obama administration, the DOJ exercised its discretion and
simply refrained from enforcing federal marijuana law against
those who possess, use or sell marijuana for a bona fide medical
purpose, basically implementing a “hands off” policy for those
states that had passed medical marijuana laws. The DOJ and
DEA were also aware that regulatory and enforcement schemes
in most medical marijuana states were flawed with gaps.
To address those “gaps,” in 2013, the DOJ published a set
of its enforcement priorities and guidelines known as the
“Cole Memorandum,” which it distributed to state approved
/ legal marijuana businesses and provided the DEA
and prosecutors current “policy” and guidance about
the DOJ's marijuana enforcement priorities.(33) The Cole
Memorandum addressed areas of most concern to the
DOJ, and in exchange for refraining from prosecution
against states that have legalized medical marijuana, it
required those states to demonstrate regulatory schemes
within their respective states complied with the listed
DOJ enforcement priorities, among them for example:
preventing diversion, illegal trafficking, distribution to
minors, cultivation of marijuana on public lands, drugged
driving, public safety and environmental risks, etc.(33)
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Still, despite the enforcement priorities announced with
the Cole Memorandum, medical marijuana activities remain
illegal federally. Also, if one state is too lenient in its own
enforcement scheme, or violates one or another of the
DEA enforcement priorities, the agency may not hesitate to
prosecute.(34) Soon after the Cole Memorandum, California
was brought closer into compliance with CSA and federal
enforcement priorities with the passing of MMRSA in
2015. Admittedly, a different administration could also
elect to exercise its discretion differently, and choose to
enforce federal law against even those states with medical
marijuana laws.(34)
DEA enforcement against medical marijuana businesses
wa s f u r th e r r e s t r a i n e d i n 2014 by a b i p a r ti s a n
Congressional ban on DOJ and DE A practices of
raiding, harassing, and prosecuting medical marijuana
providers, growers, and users in states where it is legal.
(35)
The Rohrabacher–Farr Amendment (R-F Amendment)
prohibited the DOJ from using any federal funds, “to
prevent such States from implementing their own State
laws that authorize the use, distribution, possession, or
cultivation of medical marijuana.”(36) The R-F Amendment,
set to expire in September 2017, was renewed by
a bipartisan vote on July 27, 2017,(36) which effectively
extended the protections to medical marijuana states in
a rather firm rebuke to the current US Attorney General
Jeff Sessions, who earlier in May 2017 wrote Congress
appealing for its leadership to reject it.(37)
While there have been several other federal-level actions
of various forms proposed, none have yet been successful
in changing the classification of marijuana under federal
law from C-I to C-II.(34) One bipartisan proposal introduced
in the Senate on March 10, 2015, is the Compassionate
Access, Research Expansion, and Respect States
(CARERS) Act of 2015 (S. 683).(38) The CARERS Act (S.
683), is considered the most comprehensive to date on the
topic of marijuana rescheduling, and proposes to transfer
medical marijuana from its classification as C-I to C-II of
the CSA, and would resolve the conflict between federal
and state marijuana laws.(38) If passed, the CARERS Act
stands to eliminate existing barriers to research, allow
banks to service marijuana businesses, and to permit
veterans access to medical marijuana within the Veterans
Affairs (VA) healthcare system.(38) The CARERS Act would
also exclude "cannabidiol" (CBD) from the official definition
of "marijuana" and instead define it as a distinct substance
“cannabidiol,” which in effect would remove CBD entirely
from the CSA.(38) To accomplish its goal, the language of
S.683 focuses on extending the principle of federalism to
states’ drug policy.(38) The CARERS Act (S.683) currently sits
in the Senate Judiciary Committee, and should be closely
followed because its novel approach to shift drug policy to
the realm of the states carries significant potential to alter
marijuana policy in the US.(38)
Fur thermore, pending legislation in several state
legislatures directly confront the federal government’s
role in marijuana policymaking.(39) Bills or resolutions in
California, Georgia, Massachusetts and Pennsylvania
petition Congress either to reschedule marijuana or to
concede to states the authority for marijuana policy.(39)
Several other bills pending in Congress, if passed, would
address and improve tax policy for states with legalized
marijuana businesses; authorize states’ adult-use legalized
marijuana; and end the federal marijuana prohibition.(39)

Conclusion: Effects of the Current
Political Climate on Federal
Enforcement
Irrespective of the evolution of social acceptance, and
even government acceptance, of medical marijuana
over the past two decades, a debate between political
factions continues. Liberals, on one hand, suppor t
legalization of medical and recreational marijuana, right
wing conservatives remain feverishly opposed, while the
moderate position appears to align with the liberal view.
The Trump administration in its first few months signaled
it was inclined to ignore the bipartisan congressional
ban under the 2014 R-F Amendment that prohibits any
federal inter ference with states’ medical marijuana
programs.(40) Trump asserted that the limits Congress
imposed were not binding on him, as president, and his
constitutional powers superseded those of Congress.(38)
Trump’s Attorney General Sessions, in his May 1, 2017,
letter to congressional leadership, urged them to get
rid of the amendment’s medical cannabis protections
entirely.(35) From those initial actions, it was clear the Trump
administration was to crack down, not only on states where
recreational cannabis is legal, but also where medical
cannabis laws exist, and even in face of overwhelming
bipartisan support by Americans across the country for
medical marijuana.(37)(40) Bipartisan Congressional support
to maintain medical marijuana protections is consistent
with recent voter polls. Earlier, on April 20, 2017, the
independent Quinnipiac University poll reported a record
level of voter support at 94% (5% against) in favor of
“allowing adults to legally use marijuana for medical
purposes if their doctor prescribes it.”(41) In reality, Sessions
may still pursue the eight states where laws authorize
recreational marijuana. However, short of federal funding
to pursue the 29 states (and District of Columbia) where
medical marijuana laws currently exist, Sessions’ ability
to fight them is limited or rather restricted by the federal
budget.
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The Pharmacist’s Role in Medical Marijuana
Counseling: Patient and Pharmacist Perspective
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at California pharmacy schools with an opportunity to learn
more about leadership skills, time and team management
techniques, and the opportunity for significant networking in
the pharmacy community. Students are expected to minimally
complete poster presentations from their projects.

Introduction
More states in the U.S. continue to legalize the use of medical
marijuana every year. The year 2016 marked a turning point—
medical marijuana became legal in more than half of the fifty
states.(1) In addition, California joined Oregon, Washington,
Alaska and Colorado in voting to legalize recreational marijuana.
(2)
Regardless of the drug’s status as a Schedule I drug, it is
imperative to address the growing number of authorized medical
marijuana users and recreational users that exist within the
U.S. population. The controversy surrounding the safety and
efficacy of marijuana demonstrates the need for proper patient
counseling to those receiving this drug and a proficient drugregimen evaluation by trained healthcare providers.
Like other medications, medical marijuana’s therapeutic benefits
come with risks of possible side effects and drug interactions.
Marijuana can interact with many medications, including tricyclic
antidepressants, opioids, protease inhibitors, and lithium.(3)
(4)
Furthermore, patients with cardiac disease, such as angina
or hypertension, require monitoring for changes in blood
pressure and heart rate.(3)(4) There is also evidence to suggest
that its use can exacerbate symptoms or trigger the onset of
a predisposed individual to schizophrenia.(3)(5) As drug therapy
experts, pharmacists can play a vital role in minimizing medical
marijuana’s potential adverse events and drug or disease state
interaction risks in these patients.
According to the American Pharmacist’s Association’s
recommendation, pharmacists should ask themselves how
to best foster an environment in which their patients feel
comfortable discussing their medical marijuana use.(4) However,
it remains uncertain if pharmacists have enough training to feel
confident in counseling a patient regarding medical marijuana
use. With the exception of recent pharmacy school graduates,
marijuana was not legally used for medical purposes when most
practicing pharmacists were in pharmacy school. Additionally,
since patients currently receive their medical marijuana
from a dispensary and not a pharmacy, it is unclear whether
patients perceive a need for pharmacist involvement. While
three states—Connecticut, Minnesota, and New York—require
a pharmacist on the premise to dispense medical marijuana,
California currently does not.(6) Investigation into both the
patient and pharmacist perspectives would help clarify the
current landscape of the pharmacist’s role in medical marijuana
counseling.
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Current evidence of patient perspectives regarding a
pharmacist’s role in medical marijuana is lacking. While
pharmacists are expected to provide thorough medication
education for patients to ensure drug safety and efficacy, it is
unclear if pharmacists are able to counsel on medical marijuana,
assure safe consumption of the drug, and improve adherence to
the therapeutic regimen. The study’s purpose is two-fold. First,
it is to evaluate whether medical marijuana users believe that
pharmacists have a role in the education of its usage. Second,
it is to gain insight from pharmacists’ perspectives towards the
use of medical marijuana and their ability to provide counseling
for its use.

Methods
A 23-item questionnaire was developed for the patient
p e r s p e c tive s u r vey. T he qu e s tio nna ire c olle c te d
information regarding the patient’s reason for medical
marijuana use and past sources of counseling regarding
medical marijuana use. Questions inquiring quality of life
improvement, side effect history, and patient interest in
pharmacist counseling were measured with a 5-point scale
from strongly disagree (1) to strongly agree (5). The survey
questions were informed by the authors’ review of existing
literature on medical marijuana. The only inclusion criterion
for the patient perspective survey was current marijuana
use.
A 19-item questionnaire was developed for the pharmacist
perspective survey. The questionnaire collected information
on pharmacist’s past experience, types of education,
comfort level in counseling on medical marijuana, and
whether there is a need for additional continuing education
regarding medical marijuana. The questions were informed
by the authors’ clinical experience and research of
currently available CE topics. The inclusion criterion for the
pharmacist perspective survey was that participants had to
be practicing pharmacists.
Following approval by the institutional review board
(IRB), the two surveys were distributed electronically in
July 2015 and completed anonymously through an
online survey platform over a period of one month. The
respective surveys were electronically distributed to 12,045
patients and 300 pharmacists to gather their perspectives
on medical marijuana usage. Subjects for the patient
perspective survey were recruited from local medical
marijuana advocacy group chapters Americans for Safe
Access (ASA) and National Organization for the Reform
of Marijuana Laws (NORML). Subjects for the pharmacist
perspective survey were recruited from the conducting
pharmacy school’s pool of volunteer faculty who practice
in various pharmacy settings. All potential participants
received information on the study objectives, methods,
risks, and benefits, as well as contact information, for the
Human Research Protections Program (HRPP) office.
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Data Analysis
Descriptive statistics (frequency distributions) of both
survey results were calculated for all study variables. Stata
14 was used for analysis of all the data.
Chi-square tests were used to evaluate the patient perspective
survey responses. Fisher’s exact tests were used to evaluate
the pharmacist perspective survey responses. Power was not
calculated prior to the survey to determine if the participation
that was received was adequate to derive the conclusions.

Results
Patient's Perspective
Parameter

Associate's degree

14 (18%)

Bachelor's degree

17 (22%)

Master's degree

12 (15%)

Doctorate

8 (10%)

Estimated Household
Income
Less than $20,000

10 (13%)

$20,000 - $39,000

11 (14%)

$40,000 - $59,000

16 (20%)

$60,000 - $79,000

9 (11%)

$80,000 - $100,000

10 (13%)

More than $100,000

13 (16%)

Results, N (%)

Indication for Medical
Marijuana Use

Female

34 (43%)

Alzheimer’s Disease

0 (0%)

Male

38 (48%)

Cachexia (wasting syndrome)

0 (0%)

Cancer

11 (14%)

Gender

Age
0-17 years

0 (0%)

Crohn’s Disease

3 (4%)

18-24 years

2 (3%)

Epilepsy

5 (6%)

25-34 years

9 (11%)

Glaucoma

5 (6%)

35-44 years

8 (10%)

Hepatitis C

4 (5%)

45-54 years

17 (22%)

HIV/AIDS

1 (1%)

55-64 years

23 (29%)

1 (1%)

65+ years

11 (14%)

Amyotrophic Lateral Sclerosis
(ALS)/Lou Gehrig’s Disease
Multiple Sclerosis

0 (0%)

Muscle spasms

18 (23%)

Nausea/vomiting

14 (18%)

Pain

52 (66%)

Race
Caucasian

62 (78%)

Hispanic

2 (3%)

Asian

3 (4%)

African American

1 (1%)

Post-Traumatic Stress
Disorder

9 (11%)

American Indian or Alaskan
Native

1 (1%)

Seizures

6 (8%)

Other

3 (4%)

Current Length of Therapy
with Medical Marijuana

Employment Status

< 1 year

6 (8%)

Full-time

26 (32%)

1 – 2 years

8 (10%)

Part-time

7 (9%)

3 – 4 years

18 (23%)

Unemployed

7 (9%)

5+ years

46 (58%)

Retired

12 (15%)

Disabled

22 (28%)

Marital Status
Single

26 (32%)

Married

28 (35%)

Domestic partnership

10 (13%)

Divorced

10 (13%)

Highest Education Level
Some high school

0 (0%)

High school

18 (23%)

Technical school

3 (4%)

Table 1: Demographics of the 79 patient responses to the
patient perspective survey.

Out of our subject pool, a total of 79 patients responded to
the patient perspective survey, for a 0.7% response rate. All
79 patients who responded to the survey were included in
the study. Table 1 demonstrates the demographics of the full
patient population, the indications for which the patients are
using medical marijuana, and the length of therapy the patient
has been treated with medical marijuana. The demographics
questions were optional, so the table is not representative of the
entire patient population. Also, patients could select more than
one option for the indication for which they are using medical
marijuana. Of the 79 patients, 44% (n=35) were taking other
medications for the indication(s) for which they were taking
medical marijuana, while 56% (n=44) were being treated only
with medical marijuana.
Journal of Contemporary Pharmacy Practice | vol. 65, no. 1 | www.jcphp.com
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Patients were surveyed about common counseling points such
as quantity, frequency, method (smoke, vaporize, edible, topical,
tincture, etc.), common side effects, when to expect relief, and
storage of their medical marijuana. In order of most utilized
source to least utilized source, results indicate that patients
attained their information from the internet, other medical
marijuana users, dispensaries, doctors, and pharmacists. In
addition to pharmacists being the least utilized source, 13%
(n=10) reported receiving no information from any source
regarding how much medical marijuana to take with each use,
and 25% (n=20) reported receiving no information from any
source regarding how often to use medical marijuana for their
condition.
Patients were asked if they would have liked to have contact with
a healthcare professional or pharmacist to discuss the proper
consumption of the product at any point in time relative to
their medical marijuana use. Out of these patients, 36% (n=28)
strongly agreed that they would like contact with a healthcare
professional, 29% (n=22) slightly agreed, 19% (n=15) were
neutral, 4% (n=3) slightly disagreed, and 12% (n=9) strongly
disagreed.
Patients were asked if they had experienced negative side
effects from medical marijuana use. Out of the responses, 3%
(n=2) strongly agreed that they have experienced side effects,
16% (n=12) slightly agreed, 12% (n=9) were neutral, 13% (n=10)
slightly disagreed, and 57% (n=44) strongly disagreed.
A chi squared test was performed to determine if there was
an association between a patient’s time (in years) of medical
marijuana use and interest in pharmacist consultation ; there
was no correlation (p=0.134). A chi squared test was performed
to determine if there was a correlation between a patient’s
usage of other medications for the same indication as medical
marijuana and interest in pharmacist intervention; there was
no correlation (p=0.181). A chi squared test was performed
to determine if there was a correlation between a patient’s
experience of medical marijuana side effects and interest in
pharmacist intervention; there was no correlation (p=0.486).
Figure 1 displays the results of the latter two tests.
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Specialists
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Donald B. Brown - Adam B. Brown
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Statewide Practice
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(310) 792-1315
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Figure 1. Interest in pharmacist intervention was compared between
subgroups divided by use of other medications to treat the same
indication as medical marijuana and side effect experience. Patient
response numbers (n) are displayed in the corresponding bars.
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Pharmacist's Perspective
Parameter

Results, N (%)

Gender
Female

24 (60%)

Male

16 (40%)

Pharmacists were asked whether or not general knowledge,
social concern, or legal concern affected their comfort level in
counseling on medical marijuana. Additionally, the pharmacists
were asked if they had previously taken any CE courses on
medical marijuana. Of the pharmacists who had received CE on
medical marijuana, 57% stated that general knowledge affected
their comfort level, in comparison to 94% of those who had
not received CE (p=0.03). In regards to social concern, 14%
of pharmacists who received CE and 9% of pharmacists who
have not received CE stated that social concern affected their
comfort level (p=0.552). For legal concern, 57% of pharmacists
who received CE and 48% of pharmacists who have not
received CE stated that legal concern affected their comfort
level (p=1).

Age
< 30 years

5 (12.5%)

30 – 40 years

18 (45%)

40 – 50 years

6 (15%)

50 – 60 years

7 (17.5%)

60 + years

4 (10%)

Race
African American

1 (2.5%)

Asian/Pacific Islander

10 (25%)

Caucasian

28 (70%)

Hispanic

1 (2.5%)

The researchers expected patients with side effect
experiences, complex drug regimens, or who had more
recently started using medical marijuana to be more
interested in pharmacist involvement, but found no such
correlation. The majority of patients were interested in
pharmacist involvement without respect to their history,
which demonstrates a need for pharmacists to be
competent in counseling on medical marijuana across
many different patient profiles.

Year of Licensure
Range

1974 – 2015

< 2000

14 (35%)

> 2000

26 (65%)

State of Practice
California

38 (95%)

Maryland

1 (2.5%)

New Jersey

1 (2.5%)

Other descriptive results from the patient survey indicated
that their primary informational resources for using medical
marijuana (i.e. how much and when to take, common
side effects, when to expect relief, and proper storage)
were physicians, the internet, and dispensaries, with
pharmacists being the least utilized resource. Since
pharmacists are not required on the premise to dispense
medical marijuana in California, patients do not have direct
contact with pharmacists during the process of acquiring
medical marijuana. This could explain why pharmacists
were so underutilized in counseling in this study. It is also
critical to note that some patients reported not receiving
any information on certain aspects of medical marijuana
usage, leaving a gap that pharmacists could potentially fill.

Area of Pharmacy
Health-system

20 (50%)

Academia

10 (25%)

Community

8 (20%)

Outpatient clinic

7 (17.5%)

Managed care

4 (10%)

Long-term care

3 (7.5%)

Clinical research

1 (2.5%)

Industry

1 (2.5%)

Home infusion

1 (2.5%)

of the survey group practices in the health-system field of
pharmacy, following with 25% in academia, 20% practicing in a
community pharmacy and 17.5% working in an outpatient clinic.
Many of the pharmacists listed multiple areas of pharmacy
that they currently work in, hence the total value of the results
for this demographic (55) exceeds the total value of the survey
population (40).

Table 2: Demographics of 40 pharmacists are included in the analysis
of the pharmacist perspective survey.

A total of 42 pharmacists responded to the pharmacist
perspective survey, for a 14% response rate. Two pharmacists
did not agree to participate, and thus only 40 responses were
analyzed. Table 2 displays the demographic data for all of
the pharmacists surveyed. There were notably more females,
Caucasians, and respondents in the age group of 30-40 years
in our survey population than males and other race and age
groups. There was a wide range of licensure year among the
pharmacists surveyed, the earliest being in the year 1974 and the
most recent in the year 2015. Amongst this group, the majority
were licensed after the year 2000 (65%), signifying that the
majority of the survey population has been licensed during the
time the legalization of medical marijuana began in the state
of California. In addition, a large majority of the pharmacists
are currently practicing in the state of California (95%). Half

Further studies would be needed to investigate the quality
of counseling patients receive in states that require a
pharmacist on the premise to dispense medical marijuana
versus states that do not. This could provide crucial
insight into whether the role of the pharmacist in medical
marijuana use can be expanded and if patients can benefit
from more pharmacist involvement.
The researchers anticipated the primar y reason for
pharmacists to indicate less comfort in counseling would
be legal or social concerns. The results show instead
that the primary reason is lack of general knowledge
about medical marijuana. This suggests that the largest
barrier to counseling is education. This suggests that the
largest barrier to counseling is education. Interestingly,
the results demonstrate that having received continued
education, not pharmacy school education, on marijuana
use significantly associated with comfort level. This implies
that a pharmacist’s comfort and feeling of competency
depends on prior exposure through completed continuing
education courses rather than through pharmacy school
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education. The striking difference demonstrates the value
of continuing education in increasing a pharmacist’s
comfor t level on counseling on medical marijuana,
potentially due to the fact that knowledge is no longer a
barrier to comfort in counseling.
The demand for more continuing education regarding
medical marijuana is evident from the pharmacist’s survey
as well, which illustrates that the majority of pharmacists
who answered the survey feel that there is a need for
continuing education on marijuana. This points to the
necessity of continued education on medical marijuana for
pharmacists to be comfortable and competent in providing
counseling. These results expose a need that can be
addressed by integrating more didactic material regarding
medical marijuana in a pharmacy school curriculum or
by creating more opportunities for pharmacists to obtain
continuing education regarding medical marijuana.
Pharmacists’ at titudes towards medical marijuana
counseling are likely to change with increasing legalization.
A future study could compare attitudes in states that have
legalized medical marijuana and those in states that have
not.

Limitations
The greatest limitations included subject recruitment and
participation, for both patients and pharmacists. Due to
the controversial nature of the research topic, there was a
wide breadth of reluctant and eager patient participants.
Even though the survey was anonymous, the authors
suspect that potential participants’ caution regarding
study participation affected response rate. Pharmacists
and patients surveyed in this study may also be subject
to survey fatigue despite both surveys being designed
to take about 5-10 minutes to complete. Due to these
shortcomings, it was difficult to discern subject diversity
and the applicability of results.
As for the patient perspective survey, there was a possible
overestimation of the patients included in electronic
distribution of the survey. The patient perspective survey
was advertised multiple times in local ASA and NORML
Listserve emails during the study period. As a result,
some of the same members could have been exposed to
the survey link, but counted multiple times due to patients
getting counted according to email opening. On the other
hand, members of the Listserve who never opened their
emails were not counted because they never actively
noticed or rejected the survey enclosed in the email. This
limitation can be difficult to resolve without compromising
sufficient study advertisement or participant identity
protection.

Conclusion
The increasing use of marijuana for medical purposes warrants
the need for healthcare professionals and pharmacists to
counsel on its proper use and precautions. This study sought
to identify factors that may affect patients’ and pharmacists’
perspectives on medical marijuana counseling provided by a
pharmacist.
No trends were determined in patient-specific factors and
interest in pharmacist intervention for medical marijuana
use. However, the majority of medical marijuana users who
responded were interested in contact with a healthcare
professional or pharmacist regardless of side effect experience,
length of use, or polypharmacy. As a result, from the patient
perspective, pharmacists can have a valuable role in providing
patient education about medical marijuana. A few states already
recognize a pharmacist's potential to contribute to the safe and
effective use of medical marijuana. Connecticut, Minnesota, and
New York are the three states that currently have legislation in
effect to require that pharmacists be onsite at medical marijuana
dispensaries. Other states that want to follow suit can utilize
these established health care models of requiring pharmacist
involvement in medical marijuana dispensaries.
A pharmacist’s education on medical marijuana has been
determined to be positively associated with a comfort level in
counseling on the medication. Many responding pharmacists
deemed the lack of education as one of the biggest roadblocks
that prevent them from confidently counseling on this
stigmatized substance rather than other legal or social factors.
Pharmacy schools and continuing education courses have the
greatest credible agency to equip pharmacists with the exposure
to a drug topic such as medical marijuana.
Future directions might include surveying patients to determine
barriers to seeking pharmacist intervention, including social
factors and popular opinion. Another interesting possible study
would be to survey pharmacists who currently dispense medical
marijuana, to determine their role in patient education and
impact on patient outcomes.

Furthermore, the authors did not perform an analysis of
the survey instruments in terms of reliability and construct
validity. Cronbach’s alpha and exploratory factor analysis
could be used to address internal consistency and
construct validity, respectively.
This study could be improved by expanding beyond local
distribution to include multiple geographical regions with varying
attitudes toward marijuana. Pharmacists were sampled from
only one institution, which could limit the generalizability of
pharmacist survey findings.
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Figure 2: Pharmacists’ opinion on whether general knowledge, social concern, or legal concern is a factor affecting their comfort level in
counseling, stratified based on having received or not having received CE regarding medical marijuana.
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General Principles of Geriatric Drug Therapy
Timothy W. Cutler, PharmD, BCGP; Thomas R. Clark, RPh, MHS, BCGP

Ms. Gutierrez is a 74-year-old female with a history of atrial
fibrillation, type 2 diabetes, and hypertension. She recently
visited her primary care provider (PCP) due to trouble sleeping
at night. Her PCP prescribed zolpidem 5 mg at bedtime as
needed for sleep without inquiring about patient preference
for treatment. Despite taking zolpidem nightly for several
weeks, Ms. Gutierrez continued to have trouble sleeping, so
she purchased an over the counter medication to help. While
her sleep improved, she noticed she had some nighttime
incontinence and fell twice in the last week getting out of bed.
She returned to her PCP who prescribed her tolterodine for
incontinence symptoms and told her to rise slowly from her bed
each morning.
Several weeks later, her daughter came to visit and was very
concerned about her mother’s memory. She recommended
that her mother be evaluated for Alzheimer’s disease by a
neurologist. What happens to Ms. Gutierrez next?
Ms. Gutierrez is considered an “older adult,” and as a result,
medication use for her presents a number of challenges that
are not usually present in younger individuals. These include
polypharmacy, multimorbidity, physiologic changes that
affect medication use and the use of potentially inappropriate
medications. The purpose of this article is to review basic
principles of medication use in older adults and to emphasize
medication-related problems that may occur in this population.
While the United Nations defines older adult as any person over
the age of 60, the terms “older adult” and “geriatric” are typically
applied to adults aged 65 and over.(1) It is important to recognize
that aging is an individual process, and some individuals well
under the chronological age of 65 could qualify as frail. In
contrast, some people beyond 65 can be quite healthy and
vigorous. For the purposes of this article, the age of 65 is used
to generally define “older adults.”

Multimorbidity and Person-Centered
Care
“Is it quality of life or quantity of life? Truthfully, if my destiny
is to feel great now and maybe shorten my future, I’d rather
feel well now.”
--Nancy Richardson, 60, of Wayland, Mass., referring to
risk versus benefit of estrogen therapy. Quoted in New York
Times, December 18, 2006, article by Gina Kolata, “Breast
Cancer News Brings a Range of Reactions”
Before a discussion on medication use in older adults can
be described, it is important to recognize that many older
adults suffer from multiple chronic illnesses commonly
referred to as multimorbidity. The majority of older adults
(67%) have two or more chronic conditions, and those over
85 have the highest prevalence (81.5%).(2) Ms. Gutierrez is a
good example of an older adult with multimorbidity.

She has three chronic conditions (atrial fibrillation,
diabetes, and hypertension) that require management.
While clinical practice guidelines and providers often
focus on prolonging life in those with chronic disease
and multimorbidity, maintaining or improving quality of
life or functional status may be the goal of the patient.
Therefore, patient preference should be the guiding
principle in the care of older adults with multimorbidity
and incorporated into medical decision-making, including
prescribing medications.(3)(4)(5) The American Geriatrics
Society definition of person-centered care includes eight
key elements, which are included in Table 1.(4) Core to
these elements is eliciting the patient’s preferences on a
regular basis and coordinating and communicating these
preferences across the healthcare team.
This person-centered approach requires more than just
reviewing medication prescribing against an algorithm or a
clinical practice guideline and is not always in line with medical
incentives.(6) For example, a medication that is “indicated”
according to a guideline may not be consistent with a patient’s
preferences and may therefore be inappropriate for that patient.
In the patient with multimorbidity, the cumulative burden (e.g.
adverse effects, financial cost, etc.) of medications that are
indicated for all the chronic conditions may be overwhelming for
the patient.

Polypharmacy and Deprescribing
"As older patients move through time, often from physician
to physician, they are at increasing risk of accumulating
layer upon layer of drug therapy, as a reef accumulates layer
upon layer of coral."
-- Jerry Avorn, MD*
*Avorn, J. Powerful Medicines: The Benefits, Risks, and
Costs of Prescription Drugs. New York: Alfred A. Knopf,
2004.
Older adults frequently take multiple medications to treat
chronic conditions and often see multiple specialists to manage
their illnesses. This may lead to a “silo” approach where each
prescriber is working with the patient, but not each other. The
patient may also have medications started in different care
settings (e.g., the hospital or rehabilitation center) and then the
medication inadvertently fails to get discontinued when it is
no longer needed. Using multiple unnecessary medications is
often described as “polypharmacy.” Polypharmacy in the older
adult can lead to increased adverse drug events, morbidity and
mortality.(9)
The medication regimen of the older adult needs a
comprehensive review on at least an annual basis.(10) One
purpose of this review is to identify and eliminate medications
that are no longer needed. This function is known as
“deprescribing.”(11) One survey of health professionals
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indicated that the most impor tant medications to
consider for deprescribing include benzodiazepines,
atypical antipsychotics, proton pump inhibitors, typical
antipsychotics and medications used for the treatment
of sleep disorders.(12) However, it is often difficult for
practitioners to successfully deprescribe medications
because of the difficulty the prescriber may have making
the decision to stop medications, challenges with stopping
medications started by other prescribers, and lack of
knowledge of how to properly stop medications.(13)(14)
In the case of Ms. Gutierrez, she was prescribed a
medication and no review occurred to evaluate if other
medications may be contributing to her symptoms. In
addition, her insomnia was undertreated and no provider
assessed her response to zolpidem therapy. When Ms.
Gutierrez added the over the counter medication, she
inadvertently contributed to her own polypharmacy.
A comprehensive review of a medication regimen of an older
adult taking ten, fifteen, or twenty or more medications can be
very time-consuming. Few primary care physicians are able to
take this time. The Board Certified Geriatric Pharmacist is the
ideal person to fulfill this role (see sidebar).
Identification of the patient’s medication-related problems
involves exploring four important questions:
1. Is the medication indicated (appropriate)?
•

Is the patient taking medications that are not indicated?

•

Should the patient be taking a medication that is
indicated but not prescribed?

A tenet of medication use is the balance of the potential
benefit with the potential risk of the medication. Even without
this evaluation, some medications have been recognized as
potentially inappropriate for use in older adults. This is primarily
because the risk of the medicine is greater than the benefit, or
the expected benefits are minimal in this population.(15)(16)(17)
Several such lists of these potentially inappropriate medications
(PIMs) have been compiled. The most commonly used list in the
United States is the Beers list, named after geriatrician Mark
Beers who coordinated the compilation of the first version of the
list in 1991.(15)
The Beers list is intended for use by practicing clinicians.(16)
These medications are generally considered best avoided in
older adults because they have been found to be associated
with poor health outcomes, including confusion, falls, and
mortality. A similar but different criteria was developed to
identify medications that should be avoided in older adults with
certain diseases or syndromes (known as the STOPP criteria).(17)
The American Geriatrics Society has undertaken responsibility
for periodic review and updating of the Beers list. The
latest version of the Beers list can be found on its website
and published in its journal. (16) Examples of most recent
recommendations in the Beers list include:
•

Avoid use of peripheral alpha-1 blockers (terazosin,
prazosin, doxazosin) for hypertension due to high risk of
orthostatic hypotension

•

Avoid use of first-generation antihistamines (e.g.
chlorpheniramine, diphenhydramine, etc.) due to high
anticholinergic adverse effects. Of note, short-term use
of diphenhydramine for acute treatment of severe allergic
reaction may be appropriate

•

Avoid nonbenzodiazepine, benzodiazepine receptor
antagonists (e.g., zolpidem) due to risk of falls,
hospitalization, emergency department (ED) visits, and
car accidents with minimal effects on sleep latency

2. Is the medication effective?
•

Is the most effective drug product being used for the
medical condition?

•

Is the dose adequate to achieve the intended goals of
therapy?

3. Is the medication safe?
•
•

Is the patient experiencing an adverse event from the
medication?
Is the dose so high it could cause toxicity in the patient?

4. Is the patient able and willing to take the medication as
intended (adherence, cost, patient preference, etc.)?

Potentially Inappropriate Medications
"Most of the nation's medical students finish their training
without ever having set foot in a nursing home. Add the dearth
of training in practical pharmacology, and for most graduates
the proper use of medications in frail elderly patients becomes
the overlapping of two voids, creating a particularly dense
black hole in their clinical knowledge."
--Avorn, Jerry. Powerful Medicines: the Benefits, Risks, and
Costs of Prescription Drugs. New York: Alfred A. Knopf, 2004.
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Some of the medications on the Beers list are there because of
lack of demonstrated efficacy. Examples of Beers medications
lacking efficacy include isoxsuprine and ergoloid mesylates.
Other noted changes to the 2015 version of the Beers list
include medications listed as inappropriate for patients with
renal dysfunction (e.g., direct acting oral anticoagulants), 13
combinations of medications known to cause harmful drug-drug
interactions, and the addition of proton pump inhibitors for longterm use.
Another set of criteria for potentially inappropriate medications
in the elderly, commonly used in Europe, is the STOPP
(Screening Tool of Older People’s Prescriptions) tool.(17) The
actual STOPP criteria are found on the website version of
this open access article and are available at http://ageing.
oxfordjournals.org/content/44/2/213. STOPP criteria look at the
patient’s condition when considering which medication is or is
not appropriate. For example, a patient with constipation should
not be given hydrocodone or amitriptyline.
It is important to recognize that the PIM criteria do not dictate
that these medications are always inappropriate in older adults
but rather are potentially inappropriate. They may be appropriate
in some situations, but they should generally be avoided if
possible.
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In the case of Ms. Gutierrez, the prescription she obtained for
her sleep was likely inappropriate because it was not efficacious
and likely led to her risk of falling. In addition, her self-treatment
with an over the counter medication (likely diphenhydramine) is
also inappropriate and made her risk of falls greater. The strong
anticholinergic properties of the diphenhydramine contributed
to urinary retention and bladder overflow secondary to over
sedation at night. Her memory could certainly be impaired
by the use of the zolpidem, tolterodine, and diphenhydramine
together leading to her daughter’s concerns of dementia. While
not always the case, these potentially inappropriate medications
appear to have contributed to actual and serious adverse effects
for Ms. Gutierrez.

Prescribing Cascade
“Any symptom in an older adult should be considered a drug
side effect until proved otherwise.”
--Jerry Gurwitz, MD
One of the fundamental principles of geriatrics is: “Any
symptom in an older adult should be considered a drug
side effect until proved otherwise.”(18)
In this situation, drug side ef fects are commonly
misdiagnosed as new diseases or conditions, and the
patient is given a new drug to treat this “new diagnosis.”
This practice is known as the prescribing cascade.
The adverse effects of medications may be easier to
recognize when a patient is taking only one medication for
one medical problem or condition. In the older adult with
multiple chronic conditions, taking multiple medications,
the new symptom may be attributed to “old age” or may
be considered a symptom of one of the underlying chronic
conditions.
An early example of the prescribing cascade was reported
in the literature through evaluation of a Medicaid database.
Patients star ted on metoclopramide, which causes
extrapyramidal side effects, were found to be three times
more likely to be diagnosed with Parkinson’s disease and
started on therapy with medication containing levodopa.(19)
In the case above, Ms. Gutierrez was prescribed tolterodine
for urinary incontinence that may have been caused by the
use of zolpidem and diphenhydramine. The use of these
medications can cause over sedation and urinary retention
leading to bladder overflow in this patient. In addition,
diphenhydramine and zolpidem can also cause memory
loss, which led to Ms. Gutierrez’s daughter’s concern about
dementia. If the neurologist elected to test her mental state
and determined deficits, it would be possible that the PCP
would then prescribe a medication for dementia such as
donepezil, which could worsen her bladder control.(20)

Underuse of Medications
Although more attention has been focused on the problem
of medication overuse in the elderly, failure to prescribe
indicated medications is also an issue that should be
considered. An excellent example is the failure of many
older adults to receive indicated vaccines, especially
influenza, pneumococcal, and zoster vaccines.(21) It is not
just medications and vaccinations that are underused,
older adults receive just 56% of the recommended care for

chronic conditions (e.g., preventative treatment for chronic
conditions, screening for cataracts and colorectal cancer,
etc.).(22)
To address these concerns, researchers have developed
a tool for use in older adults. The Screening Tool to Alert
doctors to the Right Treatment (START) includes a set of
criteria to indicate when initiation of medication should be
considered.(17) An example of START criteria would be to
initiate a stimulant laxative in a patient who is on opioid
therapy. The START criteria are found on the website
version of the open access article and are available at:
http://ageing.oxfordjournals.org/content/44/2/213.
Populations of older adults have been screened with
the START criteria to evaluate frequency of omission of
recommended medications. In a recent study of the START
criteria, an associated increased risk of mortality and
hospitalization in older adults was observed when they
did not receive medications that were recommended in
the START criteria.(23) In another study of adults aged 65
and over in Ireland, 42% of study participants were found
to be missing one or more recommended medications.
In this study, patients who triggered two or more START
criteria were found to have significantly more ED visits and
significantly more visits to their primary care physician.(24)

The Most Dangerous Drug Is?
When evaluating the impact of potentially inappropriate
medications, it is important for the clinician to consider
other dangerous drugs not included on the Beers list
or other guidelines. In fact, the medications that cause
the highest rate of ED visits and hospitalizations related
to adverse events in older adults are warfarin, insulin,
and digoxin.(25) All of these medications have a narrow
therapeutic index and their toxicities may be more
pronounced in older adults. In addition, patients over
the age of 80 are most at risk for developing significant
drug-related adverse events when compared to younger
cohorts.(26) The high rate of adverse drug reactions (ADRs)
linked to these medications may also be due to the fact
that surveillance data used to evaluate drug-related ED
visits and hospitalizations rely upon objective measures to
determine the causal relationship to the ADR in a patient.
For example, hypoglycemia from insulin and bleeding from
warfarin can be measured. Regardless, it is important to
use warfarin, agents that cause hypoglycemia and PIM
cautiously in older adults.
Research in recent years has led to reconsideration of target
therapy goals of chronic disease in older adults as risks of
“tight” management (e.g. hypoglycemia) are evaluated. Many
clinical practice guidelines for the management of chronic
diseases now soften goals of therapy in older adults to reduce
the over aggressive treatment of an older adult.(27)(28) Many
older adults do not need tight glycemic or blood pressure
control due to short life expectancy or evidence of complications
of the disease already present. In other situations, patients
simply cannot tolerate the aggressive management of chronic
disease. Some of these guidelines are controversial, and new
research may indicate that tight blood pressure control in older
adults is beneficial in certain populations.(29)(30) As a result,
an individualized approach is recommended when managing
chronic illnesses in older adults.(27)(28)
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Adherence

Sidebar

In addition to addressing medication indication, effectiveness
and safety, it is important for the pharmacist to evaluate patient
adherence with medication therapy. As former U.S. Surgeon
General C. Everett Koop once said, “Drugs don’t work in people
who don’t take them.”

Board Cer tified Geriatric Pharmacist (BCGP)
Credential

With all populations, it is important to realize that adherence is a
critical step in the medication review process. This is especially
true in the older adult because poor adherence can lead to
underuse of medications and can contribute to the prescribing
cascade (prescribing more medications to improve an
undertreated problem). As previously discussed, older adults are
more susceptible to adverse events because of multimorbidity,
physiologic changes, polypharmacy, and the use of potentially
inappropriate medications. Therefore, addressing adherence
in the older adult should include a comprehensive review of
medication taking behavior. If an adherence program (such as
auto refills, blister packs or using pill boxes) is applied without
carefully reviewing the patient’s medication taking behavior, it
can be potentially dangerous.(31) An Australian study monitored
29 adults over the age of 75 for eight weeks. It gave pill
organizers to half the adults and found that when pill organizers
were introduced, adherence was improved. The group using the
organizers, however, experienced five adverse events, compared
to none in the control group.(31)
It is unclear if Ms. Gutierrez is adherent to her chronic
medications for her atrial fibrillation, diabetes and hypertension.
If she was not taking her medications for diabetes, it could lead
to hyperglycemia, which may provoke her PCP to prescribe
more medications to treat diabetes (leading to polypharmacy).
If an adherence program was developed without understanding
her medication underuse, that could lead to unintended
hypoglycemia (an adverse event).

Summary
Like Ms. Gutierrez, many older adults have geriatric
syndromes that are confounded by polypharmacy,
the prescribing cascade and the use of potentially
inappropriate medications. Ms. Gutierrez was a victim
of the prescribing cascade and the use of potentially
inappropriate medications. Zolpidem, prescribed for her
sleep, was ineffective and increased her risk of falls. The
use of diphenhydramine and zolpidem together led to over
sedation and urinary retention and bladder overflow. The
PCP prescribed an anticholinergic drug, tolterodine, for
the urinary incontinence, further confounding the effects
of zolpidem and diphenhydramine and ultimately leading to
increasing healthcare utilization.
When caring for older adults, it is critical to be aware
of their unique characteristics and medications to avoid
(unless the benefit outweighs the risk), work toward
medication deprescribing, and apply a comprehensive
patient-centered approach to this diverse population.
Because of the risk of adverse drug events in this
population, pharmacists are in a particularly good position
to make a significant impact on the quality of care delivered
to older adults.

The Certified Geriatric Pharmacist credential was offered
by the Commission for Certification in Geriatric Pharmacy
(CCGP) from 1997 through 2016. CCGP merged with the
Board of Pharmacy Specialties at the beginning of 2017. By
the beginning of 2018, the geriatric pharmacy certification
examination will be fully integrated into BPS, while 2017 is
a year of transition between the two programs. Updated
information about the transition of the geriatric credential
can be found at: www.ccgp.org/bpstransition.
The BCGP credential is intended to recognize and identify
pharmacists who have achieved a designated level of
knowledge, skills, and abilities in geriatric pharmacy
practice. A role delineation study ( job analysis) is
conducted every five years to define the scope of geriatric
pharmacy practice. This serves as the basis for the
certification examination. The next study is due to be
conducted in 2017.
To be eligible for the BCGP credential, a pharmacist must
hold a current active pharmacist license, have two years
of experience as a pharmacist, and successfully pass the
multiple-choice examination. The examination is offered
in computer testing centers around the United States,
Canada, and other countries. The exam will be offered in
four test windows in 2017 and then in two test windows per
year (Spring and Fall) beginning in 2018.
The CCGP website will be active through most of 2017 and
has reference information about medication use in older
adults—Key Resources in Geriatric Pharmacotherapy.
Check this link: www.ccgp.org/GeriPharm. Links to many of
the resources and references mentioned in this article can
be found on this web page.
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Table 1:
The American Geriatric Society Elements Essential to Delivering
“Person-Centered Care”(4)

Key Element

Example

Individualized, goal-oriented
care plan based on the person’s preferences

In the case of Ms. Gutierrez,
who has a complaint of insomnia, the primary care provider
should determine the patient’s
desire to take a medication to
treat the problem compared
to her desires for a nonpharmacologic intervention. In
addition, a plan to evaluate the
effectiveness of the intervention
should be developed.
The primary care provider can
evaluate the effectiveness of
the current treatment plan for
insomnia and if the patient
desires change, adapted to
meet those new needs.

Care supported by an interprofessional team in which
the person is an integral team
member

Comprehensive medication
review by the pharmacist might
reveal potentially inappropriate
medications that the patient is
taking (including over the counter medications) and determine
the reasons why the patient is
not responding to treatment for
insomnia. In this scenario, the
patient is a key member of the
team who drives many decisions.

One primary or lead point of
contact on the healthcare team

In this scenario the primary
care provider, nurse or pharmacist could all serve as the contact person for the patient.

Active coordination among all
healthcare and supportive service providers

If Ms. Gutierrez sees a specialist for her sleep or is admitted
to the hospital for an acute
condition, the above mentioned
contact person can and should
coordinate communication
across the team members.

Continual information sharing
and integrated communication

Active listening to Ms. Gutierrez
and her needs as well as using
the electronic health record or
other mechanisms to share the
evolving care plan with each
team member and the patient is
essential.

Education and training for providers and, when appropriate,
the person and those important
to the person

Performance measurement
and quality improvement using
feedback from the person and
caregivers

Providers should receive team
based and person centered
care training and should provide resources to the patient to
ensure they are aware of their
role.
Outcomes should be measurable and focus on the personcentered goals that were
developed. In addition, the
transitions between care settings should be minimized and
evaluated.

Timothy W Cutler, PharmD, BCGP, is the Pharmacist
Supervisor in Primary Care at UC Davis Medical Center and
Clinical Professor of Pharmacy, UCSF School of Pharmacy.
He has been an ambulatory care pharmacist working with
older adults for the past 15 years.
Thomas R. Clark, RPh, MHS, BCGP, has been the Executive
Director of the Commission for the Certification in Geriatric
Pharmacy since 2010.
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The Impact of the U.S. Drug Enforcement
Agency Schedule Changes for Hydrocodone
and Tramadol on California Prescriptions
Patterns
Roneet Lev, MD FACEP; Keren Lee; Nathan Painter, PharmD, CDE

Introduction
The Centers of Disease Control and Prevention (CDC) have
declared prescription drug abuse an epidemic, with 14,000
deaths in 2014 involving prescription opioids.(1) Prescription
related mortality is the number one cause of accidental deaths,
more than motor vehicle collisions.(2) In California, over 4,000
people a year die from overdoses of prescription medication.(3)
Opioids are involved in the majority of the accidental overdose
deaths, accounting for 61% of these deaths.(2) There is a direct
relationship in the number of prescriptions and number of
deaths.(4)
Hydrocodone containing products (HCP) are the number
one prescribed medication in the United States, more than
cholesterol and blood pressure medications. (5) Congress
passed the Controlled Substances Act in 1970, and placed
hydrocodone in schedule II, and HCP in schedule III.(6) In 2014,
the U.S. Drug Enforcement Administration (DEA) published in
the Federal Register the Final Rule, moving HCP from schedule
III to the more restrictive schedule II, which was supported
by the U.S. Department of Health and Human Services.(7)
The reasoning given for the schedule change was the high
potential for abuse with psychological or physical dependence,
as well as the science that adding non-narcotic substances
like acetaminophen to hydrocodone does not diminish abuse
potential.(6) The impact of changing HCP to schedule II has
several effects for both providers and dispensers: (1) HCP had to
be written on hard copy prescription forms, (2) HCP could not be
called into the pharmacy and (3) HCP could not be refilled.(6)
Tramadol is a centrally acting synthetic opioid analgesic first
approved in the U.S. in 1995 under the name “Ultram.”(8) Many
providers prescribe tramadol not realizing that the daily dose of
tramadol has higher morphine equivalents than hydrocodone.
Tramadol comes in a 50 mg tablet, has a morphine milligram
equivalent (MME) of 0.1 MME per milligram, and therefore has
5 MME per tablet.(9) Hydrocodone comes in 5 mg (per tablet) as
its lowest dose, containing 1 MME per milligram, and therefore
has 5 MME per tablet.(10) Thus tramadol is equally potent to
hydrocodone given the average daily dosing recommendations.
Tramadol is advertised as safer than other opioids. However, in
addition to the same side effects as other opioids, tramadol can
precipitate seizures, especially when combined with alcohol,
and when experiencing withdrawal.(11) Tramadol is addicting and
has been implicated in cases of doctor shopping.(12) Tramadol
was rescheduled by the DEA from schedule V to schedule IV,
stating an eight-factor analysis concluding that tramadol has a
potential for abuse that is lower compared to drugs classified
as schedule III and similar to abuse potential of propoxyphene,
which is schedule IV.(6) For Californians, this change had minimal
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procedural impacts, except that now tramadol could be viewed
as part of the CURES system as a schedule IV medication.
Clinicians, who can no longer call in prescriptions for HCP, can
still call in tramadol prescriptions.
The Drug Enforcement Administration rescheduling for tramadol
became effective on August 18, 2014, and for HCP on October
6. Most providers were not aware of the alternate dates for the
two medications, as there was much advertisement about a
single August date.
California’s Prescription Drug Monitoring System (PDMP),
commonly known as CURES (Controlled Substance Utilization
Review and Evaluation System), has been in effect since 1996
for schedule II drugs.(13) In 2007 CURES was expanded to
include schedule II through IV prescriptions from pharmacies
in California with the exception of militar y hospitals,
methadone clinics, and out of state prescriptions. The Veterans
Administration started uploading data into CURES on August
2016. Senate Bill 809 allowed for the funding to upgrade the
system to CURES 2.0, which became available in January 2016.
The legal requirement that all prescribers must be registered
was enforced in July 2016.(13)
The tip of the iceberg in the opioid epidemic is the number
of deaths, with a majority (80%) involving combination of
medications. Studies using CURES and the San Diego
medical examiner’s data on 254 people who had unintentional
prescription related deaths showed that opioids, including
hydrocodone and tramadol, accounted for 75% of deaths.(14)
Most deaths, 80%, involved a combination of medications.(15) Of
the 254 deaths, 186 had data in the CURES system reflecting
273 pharmacies, 4,366 prescriptions, 42 formulations and 713
providers.(16)
Intercontinental Marketing Services (IMS) Health, a national
healthcare services and technology company, published a study
that was used to compare national and California data. The
IMS published data in a letter in the Journal of the American
Medical Association comparing prescriptions before and after
the DEA rescheduling of hydrocodone and reported that the
number of hydrocodone prescriptions decreased by 22% and
the number of tablets dispensed decreased by 16%, while the
non-hydrocodone controlled substance prescriptions increased
by 4.9% and tablets dispensed by 1.2%.(17)

Objective
The purpose of this study was to determine the impact of the
DEA rescheduling of hydrocodone and tramadol on California
prescriptions patterns as documented in the CURES system.
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Methods
This is a retrospective descriptive analysis comparing three
groups of prescriptions: (1) hydrocodone containing products
(HCP), (2) tramadol, and (3) total opioids in the state of California
documented through the CURES system for 12 months before
and 12 months after the DEA rescheduling of hydrocodone
and tramadol. The data were obtained from the California
Department of Justice, which manages the CURES system
that provided de-identified data of the number of prescriptions
and the number of tablets for HCP, tramadol, and total opioids
on a monthly basis from August 2013 until August 2015. The
number of tablets as well as number of prescriptions were
reviewed in order to account for potential changes in length
of prescription. Analyses were made for the three groups of
medication for 12 months before the schedule change, August
1, 2013, through July 31, 2014, and 12 months after, September
1, 2014, through August 31, 2015. The transition month of August
was not included. California data were compared to national IMS
data.

Results
The monthly pattern of CURES prescriptions from August 2013
through October 2015 showed a decline in the number of tablets
of HCP dispensed, but an increase in the total number of
dispensed opioids. Tramadol is shown to enter the database in
August 2014, (Figure 1. Number of Prescriptions August 2013
– October 2015 and Figure 2. Number of Tablets August 2013 –
October 2015).
For Hydrocodone containing products, the number of
prescriptions de crease d by 3%, from 15,6 67,302 to
15,204,104. In evaluating tramadol, the number of prescriptions
was available only after the schedule change as 4,151,099
prescriptions. Total opioid prescriptions increased from
23,562,191 to 29,292,835. In order to account for the entry
of tramadol into the CURES database, the total opioid
measurement, the total opioid data were re-calculated excluding
tramadol. Excluding tramadol, total opioid prescriptions went
from 23,562,191 to 25,141,736 reflecting an increase of 6.7%,
(Figure 3. Prescriptions before and after DEA Rescheduling).

the leading opioid prescription. However, both national and
California data showed that total opioid prescriptions and
tablets increased despite the DEA rescheduling of HCP. IMS
data showed an increase of 4.9% in prescriptions and 1.2%
in tablets, while California data showed an increase of 6.7%
in prescriptions and 5.3% in tablets. California and IMS data
were not identical. The California numbers reflect total opioids
excluding tramadol. The IMS data reflect non-hydrocodone
products. Despite the difference in data, it appears that
Californians have increased use of total opioid prescriptions
to a greater degree than the rest of the country after the DEA
rescheduling of HCP.
In reviewing the monthly prescription numbers, it is not evident
that the data represent a trend rather than continued monthly
fluctuations. Future longer-term study of prescription patterns is
necessary.
The Controlled Substance Utilization Review and Evaluation
System includes data from the majority of pharmacies in
California, but at the time of the study did not include Veterans
Affairs hospitals, military hospitals, medication assisted
treatment programs (also known as methadone clinics), and
medications brought across the border from Mexico. The
data uploaded to CURES are not perfectly accurate as clinical
anecdotal experience has shown. The error rate is unknown,
but is expected to be small. Pharmacies report to CURES both
the date a prescription is filled and the date a prescription
is dispensed. The Controlled Substance Utilization Review
and Evaluation System uses the date filled as the surrogate
marker for prescription use. Therefore we do not know if the
prescription was picked up, filled too soon, or used as directed.
This introduced a bias in interpreting the effect of the DEA
schedule change. Future studies can determine if there is a
significant difference between date filled and date dispensed.

The number of tablets for HCP increased from 1,079,183,143
to 1,060,648,828, reflecting a decrease of 1.72%. A total of
298,343,473 tramadol tablets were dispensed during this
period. Total opioid tablets dispensed went from 1,730,654,629
to 2,119,935,743. Excluding tramadol in order to account
for the new data entry, total opioid tablets increased from
1,730,654,629 to 1,821,592,270, reflecting an increase of 5.3%,
(Figure 4. Tablets before and after DEA Rescheduling).

Prescription patterns are a single marker in the opioid epidemic,
although it is an important one as it follows the more significant
problem of death rate.(18) According to the January 2016 CDC
guidelines, higher morphine milligram equivalents are a greater
risk for death.(19) The San Diego Medical Examiner data points
out that both prescribers and dispensers may not be aware
that patients are receiving multiple prescriptions from multiple
providers and pharmacies.(16) Another risk factor is chronic
users. Of the patients who died, 78% were taking the same
medication for three consecutive months or more.(14) Safe
prescribing and pain education are evolving and must reflect
risks and benefits of the total patient’s medication regimen.
Underprescribing to patients who have legitimate requirements
should be avoided. Despite the media attention, educational
programs and policy changes, there are too many people who
die every day from unintentional overdose of prescriptions.

Discussion

Limitations

The DEA reschedule of hydrocodone had the expected effect
of reducing the number of prescriptions and tablets by 3%
and 1.7% respectively. The decrease represent a decline of
over 400,000 prescriptions and 19 million tablets; however, the
statistical significance is not determined. The California numbers
showed less of an impact compared to the national data of
22% and 16% for prescriptions and tablets. The IMS national
study reported that 73.7% of the reduction was attributed to
the elimination of automatic refills. It is unclear if California had
fewer automatic refills of hydrocodone prior to rescheduling and
therefore less of a decline in hydrocodone prescriptions.

This study is limited by the accuracy and completeness of
the data provided by CURES and IMS. Ideally, the National
Data by IMS Health and the California data presented in this
study for hydrocodone prescriptions and tablets should use
identical metrics. However, IMS data reviewed non-hydrocodone
prescriptions and tablets while this California study reviewed
total opioids.

The expected effect of the schedule change was to decrease the
overall number of prescriptions, especially since hydrocodone is
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Conclusion
The DEA reschedule of hydrocodone containing products in
California had the expected effect of reducing the number of
prescriptions and tablets by 3% for prescriptions and 1.72%
for tablets, but not to the degree reported by national data
of 22% and 16%. The total opioid prescriptions across the
country increased despite the schedule change. California
noted an increase of total opioid excluding tramadol of 6.7%
for prescriptions and 5.3% for tablets. IMS National statistics
reflected an increase of non-HCP of 22% for prescriptions and
16% for tablets. In reviewing the monthly prescription numbers,
it is not evident that the data represents a trend rather than
continued monthly fluctuations. Future longer term study of
prescription patterns is necessary.
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Pharmacists are often cited as the most
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community pharmacy. Pharmacists can improve
patients’ health when they are part of the
patient’s health care team.
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healthcare providers that can lead to establishing
a CPA and provide resources that can easily be
adapted to any practice.
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How Do You Respond to
Corresponding Responsibility?
K. Scott Guess, PharmD, MS Pharm, RPh, APh, DAIPM

Abstract
This article provides a structure upon which to build working
policies and procedures for implementing the key concepts
of corresponding responsibility to pharmacists who dispense
controlled substances to outpatient populations. The pharmacist
is given the resources to find and archive pertinent data from the
“five Ps,” purpose, prescriber, practice, patient, and pharmacy,
enabling him to develop a database that also incorporates
CURES data and applies universal precautions in a way that
mitigates most kinds of diversion. Following the California
Board of Pharmacy and DEA red flag lists, the paper gives
recognizable, real-world examples of these red flags and lists
possible ways to resolve them. A sample red flag resolution
form is included. Finally, there is a suggested response to
unresolved red flags. The pharmacist is encouraged to develop
a written policy based on the tools and information presented.
Appendices include sections of pertinent law, letters from
regulators and sample forms.

Objectives
After completion of this program, the participant will be able to:
1.

Define pharmacists’ corresponding responsibility.

2.

Develop a database that makes the information essential
to corresponding responsibility easily accessible.

3.

Understand the strengths and weaknesses of the CURES
system.

4.

Understand and implement universal precautions
principles.

5.

Identify a prescription’s red flags based on the guidance
of the CA Board of Pharmacy and become familiar with
some basic ways to resolve those same red flags when
possible.

6.

Implement this knowledge by developing policy and
procedure guidelines that are in compliance with
pharmacists’ corresponding responsibility regulations.

Introduction
Prescription drug abuse is on the rise. CDC-reported deaths
from prescription opioids are over 14,000 persons per year.
(1)
In light of this staggering loss of life, it is incumbent upon
a responsible pharmacist to exercise his corresponding
responsibility to mitigate these tragedies, which, in some
areas of the country, have surpassed automobile-related
fatalities. Pharmacists cannot prevent all drug misuse and
abuse or diversion, but there are laws and regulations in
place designed to protect the public from rogue prescribers
and pharmacists; laws designed to help practitioners avoid
inadvertently becoming “rogue” despite their best intentions.
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Many recent California Pharmacy Board actions, including the
precedential decision involving Pacifica Pharmacy(2), focus on
the pharmacist’s corresponding responsibility to verify that
controlled substances are being prescribed for a legitimate
medical purpose by a licensed prescriber prescribing within
his scope of practice. (This paper’s use of the male gender for
generic singular pronouns/adjectives is intended to be gender
neutral).
The Drug Enforcement Administration (DEA), the Food and
Drug Administration (FDA), the Centers for Disease Control
(CDC), the California Medical Board (CMB) and the California
Board of Pharmacy (CA BOP) remind pharmacists that they are
practitioners and, therefore, are responsible for properly and
adequately treating “legitimate patients.” This is the last time
“legitimate patient” will be used in this paper. The author prefers
the term “medical patient” to describe accurately diagnosed and
treated patients who may be prescribed controlled substances
for their acute or chronic conditions.
The Federation of State Medical Boards (FSMB)(3), the California
Medical Board (4) and, most recently, the Centers for Disease
Control(5) have each published opioid prescribing guidelines.
All practitioners who prescribe or dispense controlled
substances should read these guidelines, keep a copy readily
accessible, and have developed policies and procedures to
ensure that every patient has chart documentation that satisfies
these guidelines. The guidance from the CMB is especially
helpful here in California, with sample forms and templates
in the appendices. These guidelines continue to advise the
practitioners that they have a responsibility to appropriately
treat pain. This includes acute pain, pain associated with
the disease of cancer, and chronic noncancer pain. In the
latest edition of the California guidelines, the Medical Board
made some bold statements when defining pain, significantly
downplaying the difference between cancer and noncancer
pain and emphasizing the difference between nociceptive and
neuropathic pain.(6) It further stated that pain is a disease state
in and of itself with significant comorbidities if left untreated
or undertreated.(7) These guidelines go even further to warn
prescribers that they can be held just as accountable for
undertreating pain as they can for overprescribing.

How much is too much?
The American Academy of Pain Medicine (AAPM) and the
American Pain Society (APS) have also published a set of
guidelines for the use of opioids in noncancer pain.(8) These two
societies defined “high-dose” opioid therapy as greater than a
200 mg morphine equivalent daily dose (MEDD). They are very
clear that this is NOT a maximum dose, but simply an arbitrary
point where patient monitoring and prescriber vigilance should
increase. The AAPM/APS guideline still recognizes that pure
opioids have no ceiling effect, and still allows dose increases as
needed to decrease pain and increase function up to the point
where adverse effects become intolerable or unmanageable.
The 2014 California Medical Board guideline recommended an
80 mg MEDD demarcation for increased vigilance.(9) In 2016, the

www.jcphp.com | vol. 65, no. 1 | Journal of Contemporary Pharmacy Practice

CDC issued controlled substances prescribing guidelines that
indicated the need for increased scrutiny at a 50 mg MEDD
and recommended doses no greater than 90 MEDD.(5) It is
important to note that neither the FDA, the DEA, the Medical
Board, nor the Pharmacy Board have set an upper limit for the
dosing of pure opioids; only dose guidelines where increased
documentation and scrutiny should be initiated. Practitioners
should be aware that some law enforcement groups are being
taught otherwise.

Tolerance Versus Addiction
It is this author’s experience, as well as that of many leaders
and experts in the pain management field, that there is a great
deal of confusion about the difference between tolerance
and addiction. One national group was even teaching law
enforcement that addiction and tolerance are the same thing.
There are many pharmacists who also were taught this (this
author was one of them). The DSM-V states that tolerance and
withdrawal are only two of the required three diagnostic criteria
for opioid use disorder.(10) The DSM-V also clarifies that the
“tolerance which creates a diminished effect” and “withdrawal”
criteria used for the diagnosis of opioid use disorder “do not
apply when [controlled substances are] used appropriately
under medical supervision.” Most national pain management
societies, as well as the California Medical Board, choose the
following definitions of tolerance, physical dependence, and
addiction:
“Tolerance: A state of adaptation in which exposure to a drug
induces changes that result in a diminution of one or more of the
drugs’ effects over time.”
“Physical Dependence: A state of adaptation that often includes
tolerance and is manifested by a drug class specific withdrawal
syndrome that can be produced by abrupt cessation, rapid
dose reduction, decreasing blood level of the drug and/or
administration of an antagonist.”
“Addiction: A primary, chronic, neurobiological disease, with
genetic, psychosocial and environmental factors influencing
its development and manifestations. It is characterized by
behaviors that include one or more of the following: impaired
control over drug use, compulsive use, continued use
despiteharm, and craving.”(7)

The Current Law

pharmacist who fills the prescription. Except as authorized by
this division, the following are not legal prescriptions:
1. an order purporting to be a prescription which is issued
not in the usual course of professional treatment or in
legitimate and authorized research; or
2. an order for an addict or habitual user of controlled
substances, which is issued not in the course of
professional treatment or as part of an authorized
narcotic treatment program, for the purpose of providing
the user with controlled substances, sufficient to keep
him or her comfortable by maintaining customary use.”
“Federal 21 CFR 1306.04 Purpose of issue of prescription.(12)
a. A prescription for a controlled substance to be effective must
be issued for a legitimate medical purpose by an individual
practitioner acting in the usual course of his professional
practice. The responsibility for the proper prescribing and
dispensing of controlled substances is upon the prescribing
practitioner, but a corresponding responsibility [emphasis
added] rests with the pharmacist who fills the prescription. An
order purporting to be a prescription issued not in the usual
course of professional treatment or in legitimate and authorized
research is not a prescription within the meaning and intent of
section 309 of the Act (21 U.S.C. 829), and the person knowingly
filling such a purported prescription, as well as the person
issuing it, shall be subject to the penalties provided for violations
of the provisions of law relating to controlled substances.
b. A prescription may not be issued in order for an individual
practitioner to obtain controlled substances for supplying the
individual practitioner for the purpose of general dispensing to
patients.
c. A prescription may not be issued for "detoxification
treatment" or "maintenance treatment," unless the prescription
is for a Schedule III, IV, or V narcotic drug approved by the Food
and Drug Administration specifically for use in maintenance or
detoxification treatment and the practitioner is in compliance
with requirements in §1301.28 of this chapter.”

What is Corresponding Responsibility?
The five Ps are the key elements of corresponding responsibility:
1. Legitimate Medical Purpose

Both federal and California regulations address a pharmacist’s
corresponding responsibility. In California, the pharmacist’s
corresponding responsibility is defined in Health and Safety
Code §11153. The Federal Controlled Substances Act addresses
pharmacist’s corresponding responsibility in 21 CFR 1304.06.
The two paragraphs below are taken directly from the California
Pharmacy Law Book 2016 and the DEA Pharmacist’s Manual.
The text of the two regulations is very similar, with the first
sentence being almost identical.
“California: Health and Safety Code 11153. Responsibility for
Legitimacy of Prescription; Corresponding Responsibility of
Pharmacist; Knowing Violation(11)

2. Individual Prescriber
3. Usual Course of Practice
4. Medical Patient
5. A Well-Managed Pharmacy
The documentation found and archived for the above keys will
be stored in the Controlled Substances Documentation (CSD)
file discussed later.

a. A prescription for a controlled substance shall only be issued
for a legitimate medical purpose by an individual practitioner
acting in the usual course of his or her professional practice.
The responsibility for the proper prescribing and dispensing of
controlled substances is upon the prescribing practitioner, but
a corresponding responsibility [emphasis added] rests with the
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Legitimate Medical Purpose
The law states that pharmacists have a corresponding
responsibility to know that the controlled substance prescription
being presented is for a legitimate medical purpose. Admittedly,
a retail pharmacist is at a disadvantage, because he is without
access to a patient’s chart. So he must use the tools he does
have, including an interview with the patient and a query to the
prescriber.
Unfortunately, some overzealous pharmacists have made some
pretty outrageous demands of prescribers. These demands
annoyed prescribers to the point that the “American Medical
Association (AMA) House of Delegates adopted [a] policy
stating that a pharmacist who makes inappropriate queries
on a physician's rationale behind a prescription, diagnosis or
treatment plan is interfering with the practice of medicine.”13
Responsible pharmacists mitigate prescriber annoyance by
implementing their people skills and filing procedures to reduce
repeated queries to prescribers for the same patient.
The first step in a prescriber query is to develop a fax form
with a clear request for information that can be easily found
and recorded by medical assistants. Medical assistants can
record diagnosis codes/dates, prior authorization codes, lists
of tried/failed drugs, other/previous prescribers, and other
requested information. The form must include all necessary
patient demographic information, prescription information, and
a return fax number. For each question, include a check box
and a line for the answer. It is helpful to include a footnote
quoting the HIPAA regulations that allow providers, including
pharmacists and pharmacies, caring for a common patient
to share information. The pharmacist need only contact the
prescriber by telephone for unresolved questions.
Step two is to develop and maintain a permanent database
(discussed later as the CSD file) of diagnosis codes for patients
who are prescribed controlled substances. Some pharmacy
software systems include a field for diagnostic ICD-10 codes.
Once this database is developed, it must be easily accessible
to pharmacists and technicians. When a patient presents a
prescription, a staff member should easily be able to confirm
the diagnosis with the database and thereby avoid any further
calls to the prescriber for diagnosis verification. This database
is the ideal place to store other patient-specific information,
HIPAA releases, prior authorizations, identification documents,
etc. Remember, diagnosis often happens once; treatment can
last a lifetime. Train staff to store all prescriber data and consult
it prior to contacting the prescriber. A pharmacist can exercise
his corresponding responsibility by consulting the database. A
pharmacist uses his expertise so that a prescription for the same
drug, or drugs in the same therapeutic class, for an individual
patient from an individual prescriber or group will likely not
require further contact.
A new patient should be asked, “What are we are treating with
this prescription?” The term “we” emphasizes patient-centered,
cohesive, supportive care. The pharmacist will evaluate the
patient’s answer to be either consistent or inconsistent with a
condition for which the prescribed medication is a reasonable
fit. It should also be a reasonable match to the prescriber’s
diagnosis code. For example, the patient’s complaint of low
back pain is consistent with a diagnosis code of M51.3 (DDD
at L5-S1) and a prescription for hydrocodone/APAP 10/325
qid, prn. The patient’s response should be documented in
the patient’s file. If that same patient were to state that the
medication was for his sore throat, it would be the pharmacist’s
corresponding responsibility to follow up on the diagnosis or
patient’s understanding.
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The first rule of corresponding responsibility is to discern, and
document, document, and document.

By an Individual Prescriber
A pharmacist meets his corresponding responsibility by
confirming the identity of the prescriber and determining that
the prescriber is appropriately licensed to issue the prescription.
In order to accomplish this efficiently, the pharmacist must
develop and maintain a database of prescribers (CSD file). For
each prescriber, obtain and archive a copy of the information
from each of the following websites and be sure it matches the
prescription:
1. https://www.breeze.ca.gov: This is the access portal
to the Medical Board of California. On this site, one
can verify that the prescriber’s license is current and
check for specialty credentials and disciplinary actions.
Unfortunately, the license verification system does not list
the prescriber’s phone number. Be sure the addresses
match. Disciplinary actions are not always a hard stop,
but if the pharmacist chooses to fill prescriptions for
a disciplined prescriber, he must be conversant in the
case and put it in the CSD file along with his explanatory
notes. It is possible to choose to fill certain classes, e.g.,
only noncontrolled or only C-V, for certain prescribers.
2. ht tps://w w w.deadiver sion.usdoj. gov/webforms /
validateLogin.jsp: This is the DEA portal to validate
DEA registration, expiration date, practice location
and allowed schedules. Use of this site will require the
DEA number of the pharmacy that is requesting the
information, its business name (as printed on the DEA
Registration), and the business tax ID number.
3. https://npiregistry.cms.hhs.gov [alternatively, use a
search engine to find the term “NPPES”] This is the portal
to the NPI registry. The information here is password
protected and is not easily changed by outsiders, which
makes it a good resource to confirm the prescriber’s
address and phone number. Be aware that when
providers change locations, updating this site is often
overlooked. If the provider has moved to a different
practice, the NPPES listed provider phone number will
often provide a valid contact for forwarding information.
4. Create desktop or browser shortcuts for these sites
to facilitate this process. CAUTION: In the case of a
questionable document, DO NOT call the phone number
printed on the prescription pad; it may be a fraudulent
number! Use the number from the NPPES website,
Google, Health Grades or similar sites to confirm the
prescriber’s phone number. For out-of-area prescribers,
it is often helpful to contact a pharmacy local to the
prescriber’s office to confirm contact information. When
asked to validate their prescribers as described above,
many pharmacists respond, “I can’t do this!,” “It will take
too much time!” or “Who has this kind of time?” However,
upon further reflection, most pharmacists will realize
that prescriber verification only needs to be done once
or annually for an entire pharmacy or company. Many
pharmacy software programs do some or all of this in the
background. Once shortcuts are created and processes
practiced, these three steps can be done in about 15
minutes or less.
The practice address must match that listed on the prescription
and on the DEA registration, and it should be validated.
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1. Local practice addresses can be easily checked directly.
Some pharmacies may choose to keep a photographic
log of sites.
2. Use Google Maps or other photographic mapping
software to validate that less easily accessible address.
a. Look at the Street View. Determine if it looks like areputable
medical practice or hospital complex.

3. Prescriptions for multiple patients who are not local to
the pharmacy from a single out-of-area prescriber is a
red flag.
If the address information on the Medical Board, DEA, and
NPPES website match, a pharmacist can make a reasonable
determination that the document is from a valid prescriber. The
California Board of Pharmacy maintains a list of prescribers
who have reported stolen prescription pads, which should
be regularly checked and the data added to the prescription
software or to the prescriber file.
The responsible pharmacist may choose to establish a “trade
area.” Prescribers or patients from outside the trade area need
extra validation. A pharmacist may choose to fill for a local
patient who was treated at an out-of-area specialty clinic such
as a cancer, children’s, special orthopedic, or research center
with documentation of the reason the patient had to travel for
treatment and a prescription that might be expected from that
specialty center.
Pharmacists are responsible for knowing the license categories
that may prescribe controlled substances in California.
Physicians, dentists, podiatrists, veterinarians, some midwives,
some optometrists, nurse practitioners (unde collaborative
practice protocol), physician assistants (under protocol)(14) and,
yes, pharmacists (under the collaborative practice protocol of a
supervising physician (B&P §4052.2) or as a CA BOP Licensed
Advance Practice Pharmacist with collaborative practice
agreements with diagnosing physicians B&P §4052.6))(15) are all
able to prescribe controlled substances if they have the proper
DEA registration. The California Board of Pharmacy is expected
to issue the first Advanced Practice Pharmacist’s (APP) licenses
in early 2017. Archive the prescriber data and update it whenever
the data changes.
The second rule of corresponding responsibility is “discern, and
document, document, and document.”

Usual Course of Professional Practice
Pharmacists have the training and critical thinking skills to
determine if a prescriber is within his scope of practice. The
DEA, Medical Board, and Pharmacy Board have noticed that
many retired or close-to-retiring physicians have returned to
active practice. Some have fallen prey to unscrupulous

confidence artists who recruit unwitting prescribers for
“easy work” at a pain clinic. Prescribers and pharmacists in
the pain field should ask themselves if they are up to date
with current theory and protocols. Dr. Howard Heit likes to
ask these five questions of himself and of others he interacts
with: “Am I dated? Am I being duped? Am I dishonest? Am I
disabled?(22) Am I being defiant [of the law or guidelines]?” The
responsible pharmacist will use multiple resources to determine
a prescriber’s training and usual scope of practice. The first
resource is the Medical Board website, which will often list a
licensee’s practice area or specialty. While that information is
self-reported and not verified by the Medical Board, it is often
the only source for that information. Using the Medical Board
information and information from the prescription itself, the
pharmacist can then check the American Board of Physician
Specialties website (http://www. abpsus.org). Specialty boards
generally are protective of their public information, and it is
not easily changed by fraud. Hospital websites will frequently
list physicians who have admission privileges. This data is
reasonably trustworthy. As part of the physician validation
process, the responsible pharmacist will note the date the
medical license was issued. The average physician will receive
his first license at about the age of 26-30. If a physician is
older than 70 years, he requires more scrutiny. For example,
if a responsible pharmacist were to receive a prescription for
Norco 10/325 qid prn for a diagnosis code of M51.3 (lumbar
degenerative disc disease) and the patient reports low back
pain, but the prescriber is a 70-year-old board-certified
ophthalmologist, the pharmacist could reasonably decline to fill
the prescription based on the prescriber’s treatment being out
of his usual scope of practice. When a pharmacist declines to
fill a prescription, he should note the reason and place it in the
prescriber and patient database. Most prescription management
software programs allow for prescribers to be “blocked from
fills.” This is a responsible practice and a valuable tool, but must
never include defamatory comments. Copies of the medical and
specialty board information should be stored in the prescriber
database and updated as needed.
The third rule of corresponding responsibility is to “discern, and
document, document, and document.”

Medical Patient
A responsible pharmacist uses his critical thinking skills to
determine that the patient is properly identified. Generally, this
means archiving a copy of the patient’s government-issued
photo identification (ID). For minors, obtain a copy of the
parent’s identification. The picture should look like the patient.
Ideally, the ID should be current. The ID does not have to be a
driver’s license; any government issued ID will do, such as a
passport, military ID, school ID or driver’s license. A Costco card
or credit card with a picture on it is neither secure enough nor
vetted well enough to establish proper ID. California Business
and Professions Code 4075 states that “a pharmacist shall not
furnish a controlled substance to a person unknown or unable
to properly establish their identity.” Patients may be asked
to return when they have ID. Gravely ill or disabled patients
may not be able to come to the pharmacy in person. The
responsible pharmacist will then determine the identity of the
person presenting the prescription and their reason for doing so.
In some cases, the pharmacist might call the prescriber and get
a physical description. A responsible pharmacist may validate
the patient’s address to be sure that it is a residence and that it
is within his trade area. Computer programs with photographs
of actual buildings are helpful here, e.g., Google Maps Street
View. Validate as much of the information provided as possible.
California Board of Pharmacy disciplinary actions and filed
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accusations often focus on the prescriber’s and patient’s
distance from the pharmacy. The Board does not define a
standard service area, but pharmacy patient demographics will.
The Board will likely look at pharmacy data and let that data
establish the service area. It is probably wise to avoid filling
controlled substance prescriptions for distant patients unless
there are other, regular, returning patients with prescriptions for
noncontrolled drugs from that same area.
The fourth rule of corresponding responsibility is to “discern,
and document, document, and document.”

A Well-Managed Pharmacy
A responsible pharmacist knows that all the drugs purchased
by the pharmacy have a corresponding prescription order or are
currently on the pharmacy shelves. The best way to acquire this
knowledge is to perform an in-out audit. This audit may take a
couple of hours once a month, but will prove invaluable when an
inspector visits looking for controlled substances discrepancies.
Here’s a basic description of how to perform and in-out audit.
1. Run a dispensing repor t from your prescription
processing software.
2. Run a purchase report for the same period from all of
your suppliers. Do not rely on a tabulation of invoices, for
the invoices of diverted drug may have been destroyed.
Download or request a report from your suppliers.
3. Calculate the differences between the two using a
spreadsheet.
For any drug with greater than one more package purchased
than sold, take a closer look. Ideally, the drug can be located
on the correct shelf. If not, investigate further. The pharmacist
who cannot satisfy the discrepancy should discretely begin
to audit each week. If the source of the discrepancy is still not
found, it may be advisable to restrict access to ordering, order
check-in, and dispensing. A review of surveillance footage is
wise, if suspicious behavior is observed, the footage should
be transferred to an independent media device for secure
storage. The drug is going somewhere. Having discovered a
problem with missing inventory, the responsible pharmacist
will find it, stop it, and report it. Remember, pharmacists must
report a controlled substances loss to their Drug Enforcement
Administration field office with form 106, AND to the Board of
Pharmacy within 30 days of discovery17 (the Board will also
accept the DEA 106 Form for reporting loss). A pharmacist
continues to meet his corresponding responsibility by
monitoring and reporting any unresolved indicators of diversion
within the pharmacy.
The fifth rule of corresponding responsibility is discern, and
document, document, and document.

Develop a Controlled Substances
Documentation (CSD) File System
The rules of corresponding responsibility are discern, and
document, document, and document. In order to manage
this documentation, the responsible pharmacist will create an
easily accessible filing system with which he is comfortable,
whether it be paper or highly secure, well-backed-up electronic
files. A pharmacist might tie this electronic database into
his pharmacy network or isolate the access point to a single
computer. This database will contain a lot of very sensitive and
HIPAA-protected information; be sure to assign a very strong
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password for database access. Create folders for patients,
prescribers, and one labeled 11153 (named for the section of the
California Health and Safety Code that discusses corresponding
responsibility). The 11153 file allows the pharmacist to easily
locate prescriptions where, in his professional opinion and
experience, he felt that he (and no one else) could not fulfill
his corresponding responsibility obligations. If a prescription,
patient, or prescriber is found in this file, it does not preclude
another pharmacist who has more information from filling the
prescription.
Regulators have suggested that a pharmacy should be able to
document that it does not fill ALL prescriptions for controlled
substances that are presented if there are reasons to decline to
fill. The 11153 folder in the CSD file meets this potential need.

CURES
One of the most important documents in the CSD file is a
patient’s CURES report. By now, all licensed pharmacists
should have registered for access to the Controlled Substances
Utilization Review and Evaluation System (CURES). Use this tool.
At this time, pharmacists are not mandated to access CURES
data; they are only mandated to have the ability (passwords)
to do so. But if a pharmacist does not use his access and the
drugs he dispenses are involved in a diversion or overdose
situation, lack of CURES data could negatively affect his
licensure. Save the CURES report into the CSD file on the day
it was accessed, because tomorrow it may read something
different. The responsible pharmacist will be able to produce
the documentation he had at the time he made his decision,
and not the data that was available days, weeks or months later.
Unlike the patient chart, the CURES data and reports belong
to the California DOJ and not the patient. Part of your access
agreement with the DOJ is that you will not share the data you
access with ANYONE: insurers, or patients, or even prescribers
(they are mandated to have access as well).
Analyze the CURES Patient Activity Report (PAR). Pharmacists
have the training and critical thinking skills to make a
professional judgement. For each CURES report, the pharmacist
analyzes:
1. The number and type of prescribers.
• Ideally, there is one prescriber or group.
• Identify dentists, surgeons, emergency medicine
practitioner, or other specialists.
2. The dispensing intervals.
3. The number and type of pharmacies.
• In the current political climate, with wholesalers
applying restrictions on controlled substances
distributions, many patients need to visit multiple
pharmacies to find product available.
4. Conflicting or duplicative therapies.
5. Patient address(es) and date of birth.
If a patient is using multiple prescribers and multiple
pharmacies, this is a red flag until resolved. Dispensing intervals
for the prescriptions must be considered. The responsible
pharmacist must know his prescribers, including members of
group practices. The prescription hard copy is the first place to
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check for group members. If CURES shows consistent, multiple
prescriber-pharmacy pairs where prescriptions from Dr. A are
consistently filled at Pharmacy X, and prescriptions issued
by Dr. B are routinely filled at Pharmacy Y, the responsible
pharmacist now has a red flag to discuss with each prescriber to
ensure that both prescribers are aware of the other’s treatment,
or not. The pharmacist should encourage the patient to use only
one pharmacy. The responsible pharmacist may choose to not
serve a patient who continues to use multiple pharmacies.
Here is an example of the way in which failure to know the
prescriber in the CURES report caused a negative outcome for
a patient. A worker’s compensation patient was denied all pain
medication because an ignorant attorney thought the patient
was doctor shopping because another prescriber showed up
on his CURES report. In fact, the patient was seen by his usual
prescriber’s partner while the other prescriber was on vacation.
Other problems in the case included that the patient was shown
his CURES report, which he is not allowed to see except in
special circumstances, and that a CURES report should not
have been stored in the patient’s chart. CURES reports are
California Department of Justice documents and cannot be
released to anyone, including the patient, without a specific
subpoena for the actual CURES document.
How often should the responsible pharmacist access a patient’s
CURES report? A workable response might be:

rate of risk. And, as we all know, every statistic has outliers.
It is also likely that seasoned diverters will already know the
“right” answers to the questions presented in the risk tools. A
universal precautions approach treats every patient in the same
respectful, caring fashion.
When a prescription for a controlled substance is presented,
do not profile the patient or discriminate against him based on
appearance. Two classic (and true) examples of why profiling
doesn’t work are the patient covered in tattoos who turned out
to be a decorated veteran with nerve damage and phantom limb
pain, and the “sweet little old lady” who had her entire senior
living complex giving her prescription pills that she then sold
to finance her world cruise. The responsible pharmacist uses
universal precautions so that every patient, every prescription
document, and every prescriber gets the same screening.
A good structure for universal precautions for controlled
substances is one that is as thorough as possible without
creating a process so burdensome that it will not be consistently
used. After all, if it is not used, it’s not universal and cannot
protect the pharmacist, his practice, his profession, other
professionals, patients, and the community he serves. Data
must be quickly and easily accessible, and forms must be
simple and useful. Demonstrate this consistency to staff and
other customers in the area so all are assured that no one is
being singled out. Universal precautions include, at a minimum:

1. Every FIRST visit.

•

A photo ID for ALL patients;

2. Upon initiation of controlled substances therapy for an
established patient not previously prescribed a controlled
substance.

•

A CURES PAR for ALL patients, and;

•

A diagnosis verification for ALL patients.

3. At least annually (for cash patients, quarterly).
4. If there is a gap or a missed expected visit. The
responsible pharmacist finds out if the patient was on
vacation, hospitalized, or on other therapy.
5. Anytime the PBM replies with a DUR overlap or early refill
response.
6. Anytime the pharmacist feels like it. A pharmacist’s
instinct is not to be ignored.
Avoid trouble with the California Department of Justice.
A medical professional ONLY accesses CURES data for his
patients. Never look up the governor, a celebrity, an ex-spouse,
etc. unless it is required to meet corresponding responsibility.
Such action is a legal violation.
A final note on the use of CURES data: a CURES report is a
strong a tool to show patient compliance with a prescriber’s
treatment plan, documenting one provider, one pharmacy and
appropriate dispensing intervals. Use the CURES tool to support
your compliant medical patients in addition to detecting those
who may be trying to deceive you.

Universal Precautions
In the same way that medical professionals use universal
precautions to treat every patient as if he had a communicable
disease, responsible pharmacists politely and professionally
treat every patient as if he were at risk for misuse, abuse, or
diversion. Dr. Howard Heit, Dr. Douglas Gourlay, and Dr. A.
Almahrezi adopted the infectious disease universal precautions
model for use in the pain management field.(21) Opioid risk
tools are important and helpful, but they only show a statistical

“All” is a very strong word, and you may not want to use it in
your policy manual lest a regulator hold you to it. Always write
your policy manual with terms that give you some opportunity
for the vagaries of the real world to exist.

Putting Corresponding Responsibility
into Practice
In July of 2014, the California Board of Pharmacy published
a brochure entitled “Corresponding Responsibility: It’s the
Law” (www.pharmacy.ca.gov) outlining the top priority red flags
of drug diversion. The document contains well-researched
descriptions of common indicators of prescription drug
diversion by patients as well as providing a list of pharmacy
and pharmacists’ behaviors that indicate that there may be a
diversion problem within the pharmacy itself. The responsible
pharmacist must be conversant with all of these red flags
and warning signs. The responsible pharmacist evaluates all
prescriptions for controlled substances in light of the BOP list
of red flags. A pharmacist begins to meet his corresponding
responsibility requirements by declining to fill any prescription
that has unresolved red flags.
To repeat: an unresolved red flag is automatically categorized
as “do not fill.” The responsible pharmacist definitively indicates
to staff and other pharmacists that prescription(s) cannot
have defamatory statements written on the document. The
prescription should be quarantined pending resolution. The “do
not fill” data is also recorded in the prescription management
software, the patient’s profile, the 11153 file, and the prescriber
databases. For example, the patient database might record
the pharmacist’s dated and initialed notes indicating that “The
prescription was declined because the patient was from out of
the area, could not provide identification, and refused to use
prescription insurance."

Journal of Contemporary Pharmacy Practice | vol. 65, no. 1 | www.jcphp.com

47

California Pharmacy Lawyers

Tony J. Park

Legal Representation
& Consultation

Pharm.D.,
J.D.
Principal Attorney

Government Agency Enforcement
California Board of Pharmacy
DEA, FDA, Medi-Cal, CMS

Ivan Petrzelka
Pharm.D.,
J.D.,
MBA
Of Counsel

Business Formation, Corporate Compliance
Facility Licensures (PHY, NRP, LSC, NSC, WLS)
Regulatory Compliance, Policies & Procedures

Main Office: (949) 336-7854

Peter Gregorovic

Fax: (949) 336-2314
www.CAPharmacyLaw.com

J.D.
Of Counsel

CPhA Members receive limited legal advice from our Principal Attorney at No Cost
Law Office of Tony J Park, Inc. A Professional Law Corporation

One of the best practices is for the pharmacist to create a
red flag resolution form. This form (see sample in Appendix
1) lists each type of red flag with a check box to indicate its
existence, a small field to note the details of the red flag, a copy
of the prescription and other documents, prescriber contact
information, the patient interview, the CURES report, and the
final decision to either a) fill the prescription, b) return the
prescription to the patient, or c) retain the prescription. The
responsible pharmacist is aware that the DEA or BOP inspector
is going to use his prudent, professional judgement to evaluate
the red flag resolution. The form and accompanying documents
are stored in the CSD file.
The responsible pharmacist understands each of the BOP’s
red flags and the methods by which they may be resolved. The
following are real-world examples of each type of red flag and
the kind of documentation needed to resolve or not to resolve
the flag. For purposes of this paper, it will be presumed that
the pharmacist has completed a red flag resolution form and
archived all documentation, with notes regarding prescriber
and patient contacts. Law enforcement contact should also be
documented.

•

The preprinted name, category of licensure, license
number, federal controlled substance registration
number, and address of the prescribing practitioner,
EXCEPT for certain licensed facilities that have 25 or
more prescribers, when treating [seeing] patients at
that facility. The facility forms have other exceptions,
which are found in section 11162.1.

•

Latent “void” text that appears when copied or scanned.

•

A watermark on the back that says “California Security
Prescription,” showing those exact words in that exact
order. Do not accept the following examples:
-- “Security Prescription” (without “California”).
-- “Kant Kopy.”
-- A company logo.

Red Flag 1: Irregularities on the Face [or back] of the
Prescription Itself
The pharmacist must know the requirements of California Health
and Safety Code §11162.1 and have physical access to the hard
copy of the prescription. He must know that the document is
filled out correctly and completely. He is responsible for knowing
that a prescription for a controlled substance must contain at
least the following (see Appendix 3 for more detail) before it is
filled:
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•

Thermochromic ink feature.
-- Usually a pink or blue feature that pales when
warmed.

•

The six (quantity range) check boxes (not required
for practice groups of 25 or more prescribers) with
an extra space provided if the drug is not in tablet or
capsule form.
-- The quantity boxes must be checked properly if
required.

That does not mean these elements cannot be present,
BUT they do not satisfy the California Security Prescription
requirement. Some printers will also include other
state-required statements. This does not invalidate the
document, but make sure you can locate the phrase
“California Security Prescription.” An ultraviolet light is
often helpful for seeing the watermark.

•

An area of opaque writing so that the writing
disappears if the prescription is lightened.

•

A description of the security feature included on
each prescription form.

•

The statement, “Prescription is void if the number of
drugs prescribed is not noted.”
-- The “number of drugs prescribed” must be
indicated.
This author finds that this is the most common
omission error made by prescribers. This is
where section §1761 of the California Code of
Regulations regarding Erroneous or Uncertain
Prescriptions comes into play. If any of the
above information is missing or ambiguous,
the pharmacist is allowed to call the prescriber
and verify the information. The pharmacist CAN
clarify or correct any piece of information on the
prescription. If the drug is C3-5, simply take the
prescription as a new verbal order. If the drug
is C-2, make the corrections on the hard copy
document.
The DEA does not address making corrections
to controlled substances prescriptions and
“instructs pharmacists to adhere to the state
regulation and policy regarding those changes
that a pharmacist can make to a Schedule II
prescription.”(19)
-- See Appendix 2, the “Dear Colleague” letter from
the DEA, addressing this question.

• Checkboxes to indicate the number of refills ordered.
•

The date of the origin of the prescription.

• A check box indicating the prescriber’s order not to
substitute.
•

A check box by the name of each prescriber when a
prescription form lists multiple prescribers, with the
appropriate box checked by the prescriber.
-- The correct box must be checked.

•

Chemical void protection, which is invisible unless
the document has been “washed.”
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Once the paper prescription document itself has been
validated, the responsible pharmacist continues to evaluate
the document by asking the following questions:
•

•

Provocative dress or behavior.

•

Other suspicious behavior includes:
-- Attempting to watch what is going on behind the
counter.

Is the docume nt signe d A ND date d in the
prescriber’s hand? These two entries MUST be in
the prescriber’s handwriting. (A computer-generated
date is allowed for practitioner groups with greater
than 25 members.) (H&S § 11162.1(c)(4)(B)).

-- Pacing, squirming, fidgeting, and looking about.
-- Taking note of camera locations and avoiding their
field of view.

-- If not, the prescription CANNOT be filled. Advise
the patient to return to the prescriber to fix the
problem. Notify the prescriber’s office of the
problem so they can plan ahead to solve it.

• A small countertop camera that looks UP into the
face of everyone who presents a prescription may
deter criminals and is an inexpensive addition to
an extant camera system.

-- The responsible pharmacist uses his critical
thinking skills to determine that the signature
and date are in the same hand. Make a note of
the time involved for the prescriber to repair the
prescription. Know the expected travel time in
case the patient decides to fix the prescription
himself.
•

•

•

Are there any alterations to drug name, strength, or
quantity, and does the written quantity coincide with the
quantity check box?
Is the document damaged (mutilated)? Is a required
element missing because the corner is torn off? Has a
required element been masked with a stain (e.g., a coffee
stain) or bleached?
If the pharmacist is presented with multiple sequential
prescriptions, he will make sure the prescriber has
dated each document the day it was issued, AND has
indicated the earliest date the prescriptions may be filled,
AND that each sequential order is written on a separate
prescription document AND that the total days’ supply of
medication issued with the\ sequential prescription set
does not exceed 90 days.

-- Using a hat or hood to avoid being seen by
cameras.
-- Parking at a distance from the front door when
closer spaces are available is odd behavior for
a person in pain or a person who is caring for a
patient.
•

In the case of any of these behaviors, the responsible
pharmacist immediately increases his vigilance.

•

Pharmacy staff must be taught to notice and report these
behaviors to the pharmacist.

Red Flag 3: Inappropriate Age or Presentation of the
Patient
•

The pharmacist uses his medical knowledge to evaluate
his patient.

•

The pharmacist will assess:
-- Gang tattoos, colors, or dress.

Examples of fill dates include:

-- The responsible pharmacist will make himself
aware of local gang colors and dress and
remember that tattoos last a lifetime, while
gang affiliation may not. Groups such as the
NADDI (National Association of Drug Diversion
Investigators) are teaching dispensing pharmacists
to be observant of gang affiliations, dress, colors,
and hand gestures.

-- Do not fill until mm/dd/yy.
-- Release mm/dd/yy.
-- Any other phrase that clearly indicates the earliest
fill date.
Finally, the responsible pharmacist knows that there are
fraudulent documents in circulation, and they may be difficult
to discern. The local DEA office acknowledges that there are
printing companies who are in on the scam. A pharmacist
may not be able to catch these fraudulent documents. They
are better than good counterfeits; they are the real thing, but
they are still fraudulent. Be diligent, be observant, and be
cautious when presented a prescription for an unfamiliar patient
or prescriber.

•

-- The pharmacist should interview the patient or
check the ICD-10 code to evaluate whether this
may be a sign of intoxication or of a brain injury.
•

•

Overexplaining the need for the medication.

•

Insisting that the staff hurry for any reason.
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Unstable gait.
-- The pharmacist should know the patient well
enough and/or check the diagnosis code to
evaluate whether this has a medical cause or is a
sign of intoxication.

Red Flag 2: Nervous Patient Demeanor
The following are common ways to distract the pharmacist from
a careful evaluation of the prescription:

Slurred speech.

•

The pharmacist will understand that young age is a risk
factor for diversion but uses his critical thinking skills to
evaluate a youthful patient fairly, because he knows that:
-- Young people do have surgeries and/or get hurt.
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-- Our returning wounded veterans are often young
men and women. These men and women were
injured defending their country, and they deserve
respect. However, veterans do not get carte
blanche; universal precautions apply.

• HIPAA regulations allow medical providers, such
as pharmacists, to share a patient’s information
with the patient’s other providers
-- Multiple prescribers for the same condition may
trigger the pharmacist to refuse to fill a controlled
substances prescription.

Red Flag 4: Multiple Patients with the Same Address
The pharmacist should not underestimate the significance of this
red flag and should interview the patients, asking:
•

If they are members of the same family.

•

If there was a common traumatic event.

•

-- It may be helpful to have different members
describe the event.

•

Know the patient as well as the provider’s prescribing
habits.

• Common, reasonable answersinclude the same
motor vehicle accident or fire.

•

Know current standards—a long-acting opioid plus
a short-acting opioid for breakthrough pain is not
duplicative.

-- If they are family members with a genetic disease.
Common reasonable answers include:

-- There are at least four subtypes of the Mu
receptor, which could warrant multiple opioids for
resistant patients.

• Ehlers-Danlos syndrome,
• Fibromyalgia,

-- Genetic mutations of CYP450 enzymes can cause
some people to metabolize a drug more quickly or
extremely quickly, which requires shorter dosage
intervals. Slower metabolizers may keep a drug
in the system much longer or may not have the
active metabolite of a pro-drug in the system at
all. There are genetic tests that can be done to
support this phenomenon in your patient.

• Huntington’s disease,
• Multiple sclerosis,
• Rheumatoid arthritis, or
• Sickle cell disease.
• Palliative care conditions that are hereditary will
often present in patients who are only in their 20s
to 30s
•

•

The absence of a reasonable explanation for multiple
patients with the same address is a valid reason to
decline to fill a prescription.
Make no assumptions, and document the reasons for
your decision.

Red Flag 5: Multiple Prescribers for the Same Patient for
Duplicate Therapy
•

•

Apart from multiprescriber practices, there are
very rare exceptions to this general rule. Any
exceptions must be made using the pharmacist’s
best professional judgement and require
extensive, archived documentation of the
pharmacist’s consultation with the prescribers.

The responsible pharmacist evaluates California’s
CURES PAR for every new patient with a controlled
substances prescription or for established patients with
new controlled substances prescriptions.
The responsible pharmacist will use the CURES report to
verify providers and appropriate fill rates. He may choose
to decline to fill the prescription based on the CURES
data.

-- Understand multiple mechanisms of action
that may appear to be duplicative therapy. For
example, methadone exhibits dual action as Mu
agonist and NMDA antagonist; tapentadol and
tramadol exhibit Mu and SNRI reuptake inhibition.

Red Flag 6: Cash Payments
Not all patients will have health or prescription insurance. The
responsible pharmacist will develop a system to document
and archive the justification for cash payment. Some common,
acceptable reasons for the lack of prescription insurance are:
•

The patient cannot afford the insurance (commonly
$600+/month).

•

The patient is between carriers.

•

The patient has settled a worker’s compensation case.
-- Many patients accept a settlement of their
worker’s compensation case.
-- When a worker’s compensation case is settled,
the settlement funds are placed into an escrow
account, which is then managed similarly to a
health savings account. When the account is
exhausted, health care expenses related to the
claim become the responsibility of Medicare.

-- The pharmacist may choose to delay filling a
controlled substances prescription until the
CURES system can be accessed.
-- In order to protect his community, the responsible
pharmacist will contact all involved prescribers
when he discovers credible evidence of a patient
using multiple prescribers for the same condition
and document the contact.

•

The patient is with a new employer and has not
completed the waiting period after which health
insurance may be offered.
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•

•

Like every insurance claim, there may be an unusual
reason for lack of coverage. The pharmacist may contact
the insurance provider for documentation, or the lack of
coverage may be listed on the prescription management
software.

•

-- There are many genetic testing companies that
can answer this question from a simple cheek
swab. These tests can be expensive and so are
rarely done.

If the insurance provider has denied coverage, print
the reason for the denial and store it in the patient file,
because this information typically disappears if the claim
is covered at a later date.

Red Flag 7: Requests for Early Refills of Prescriptions

There are metabolic considerations and genetic
mutations of CYP450 enzymes that can warrant higher
doses.

-- Malabsorption disorders are another reason for
high doses.
•

The pharmacist will evaluate early refill requests and may
contact the prescriber for verification of a change in the patient’s
condition that required a change in dose. The pharmacist
should:

Patients may be restricted to immediate release dosage
forms secondary to:
-- Gastric bypass surgery.
-- Short gut:

Document early fills for travel. He will set and inform the
patient of the appropriate “resume” date, note the date in
the file and enforce it.

• Lleostomy patients.

•

Document early fills for therapy changes and new
diagnosis codes.

-- Diverticular conditions.

•

Establish a policy for responding to lost or stolen
controlled substances medications. The policy should
consider a limit to refills for these occurrences, e.g., none
or one.

•

-- The pharmacist’s response to lost medications
should include a documented securit y
consultation with the patient/ caregiver.

Cost. Extended-release/long-acting (ER/LA) drugs are
much more expensive than immediate-release (IR) drugs.
This may be so even if the patient has insurance.

•

The CDC guidelines encourage short-acting drugs in
many cases.

•

-- The pharmacist’s response to stolen medications
should include at least:
• An archived copy of a police report or incident
card with case number.
• A documented securit y consultation and
recommendation that the patient purchase a
lockable storage device.
-- Safes are preferred, but can be costly.

• Colostomy patients.

-- Other conditions or causes of decreased transit
time in the GI tract that would limit the utility of
extended-release delivery mechanisms.

Red Flag 9: Prescriptions Written for Duplicative Drug
Therapy
See Red Flag 5.

Red Flag 10: Initial Prescriptions Written for Strong
Opiates
•

Use CURES data to identify the opioid-naïve patient
presenting with strong opioids, high doses, ER/LA drugs,
and any methadone dose greater than 5 mg BID. An
opiate- naïve patient who is prescribed high-dose opiates
is at real risk of serious adverse events, especially lifethreatening respiratory depression to the point of brain
damage or death.

•

The responsible pharmacist is aware that not all entities
report to CURES, including:

Red Flag 8: Prescriptions Written for an Unusually Large
Quantity of Drugs
The pharmacist should use his medical knowledge to evaluate
the controlled substances prescription for a larger MEDD than
is typical for a particular prescriber or type of prescriber. For
example:
•

Three hundred sixty tablets may be an unusual or an
already resolved amount for a particular patient. The
responsible pharmacist will check the patient database
or the prescription software to resolve the red flag in this
case.

•

One hundred twenty tablets may be an unusually large
quantity from a dentist who normally only prescribes
12 Norco® for a painful procedure. In this case, the
pharmacist will first evaluate the prescription for
alterations before contacting the prescriber.

•
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The CURES report can validate the history of a high-dose
patient new to the pharmacy.

-- Veterans Affairs Hospitals. (It appears that some
VA hospitals started reporting as of mid- October
2016. This is only an observation and has not been
confirmed with DOJ or the VA.)
-- Military base dispensaries/pharmacies.
-- The Indian Health Service.
-- Methadone clinics.
-- Departments of corrections (prisons/jails).
•

Ask the patient where he has been receiving controlled
substances medication.
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•

Validate any other sources of medically approved
controlled substances.

•

CURES can support the decision to fill or not fill a
prescription. Document the decision with enough detail
to defend it three or more years later.

•

Know when a patient should be referred to a specialist.

•

Know which prescribers have DATA 2000 waivers.
-- The DEA validation website will indicate if a
prescriber has a DATA 2000 waiver (the “X” DEA
number) and whether he is licensed to treat 30
patients (DW30) or 100 patients (DW100). The
allowed number of patients is soon to be 275.

Red Flag 11: Long Distances Traveled from the Patient’s
Home to the Prescriber’s Office [and] or the Pharmacy
•

This is a high-priority issue for BOP inspectors and
investigations. Pay attention to the distance patients are
traveling to get to the pharmacy!

•

It is not uncommon for patients to travel a great distance
to see a recognized specialist, either in private practice
or in a tertiary care facility.

-- Buprenorphine (Suboxone/Subutex®) may be
prescribed to treat pain. This does NOT require a
DATA 2000 waiver (“X” DEA number). It IS off label.
•

It may well be within the scope of practice for a dentist to
prescribe a cough syrup to enable dental treatment.

•

It may be very difficult to justify #180 Oxycodone 30 gm
for lower back pain from an 80-year-old board-certified
ophthalmologist.

•

It may not be reasonable to travel a great distance to see
a general practitioner.

•

Know the prescriber.

•

Use caution with pediatricians treating adults, except for
some contagious diseases.

•

The pharmacy should be within reasonable proximity of
the prescriber, the patient’s home, or the patient’s place
of work, or possibly along the route among the three.

•

Use caution with an OB-gyn treating a male patient,
except for some contagious diseases.

•

Some CA BOP actions reference a five-mile radius as a
usual pharmacy service area.
-- This may be usable in urban settings, but not
suburban or rural areas.
-- Specialty service pharmacies will present a larger
service radius.
-- The responsible pharmacist will identify outlying
communities or small towns in the area that do not
have a drugstore.

Red Flag 14: Prescriptions for Medications with No
Logical Connection to an Illness or Condition
•

Review the pharmacist’s corresponding responsibility
as defined in Health and Safety Code 11153, “Legitimate
medical purpose.”

•

Ask the patient what he is treating: it should correlate
with the prescribed drug.

•

Know (or at least be able to look up) the approved and
off-label uses of the drug(s) prescribed.

-- Documentation to support the pharmacy’s service
area includes prescriptions from patients who are
not prescribed controlled substances.

Red Flag 12: Irregularities in the Prescriber’s
Qualifications in Relationship to the Type of Medications
Prescribed
•

This includes prescriptions writ ten outside the
prescriber’s scope of practice.

•

Be certain that the prescriber’s DEA registration is valid
for the schedule of controlled substances prescribed.

•

T he pha r macist should be awa re that ce r tain
medications, such as chemotherapeutics, should only be
prescribed by a specialist.

Red Flag 13: Prescriptions Outside the Prescriber’s
Specialty
•

Use the steps in the Prescriber Validation section to
document this.

•

Be familiar with the latest Medical

•

Board opioid prescribing guidelines.

-- Lexicomp subscription service lists many off-label
uses in its drug monographs.
•

If the drug’s applicability is unclear, contact the
prescriber. Most prescribers using cutting-edge therapy
will be willing to share their validation.

Red Flag 15: Patients Coming in Groups from the Same
Prescriber
•

This red flag is difficult to resolve, and any resolution
should be documented.

•

Be cautious and vigilant. This is a BIG red flag.

Red Flag 16: Patients with the Same Diagnosis Codes
from the Same Prescriber
•

A specialist’s patients will have diagnosis codes for
similar conditions, but they should not all be identical.

Red Flag 17: Prescriptions Written for Potentially
Duplicate Drug Therapy
See Red Flag 5.
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Red Flag 18: The Same Combination of Drugs
Prescribed for Multiple Patients
Specialists will often prescribe similar, but not identical, drug
combinations, especially on days that are routinely set aside for
special procedures.

Red Flag 19: Excessively Celebratory Patient Demeanor
•

•

A patient who has been having problems with insurance
coverage or drug shortages may be relieved, but not
celebratory.
Train staff to report this behavior.

The most important part of any patient encounter involving
red flags is professionalism. The responsible pharmacist
interacts with the patient from a position of knowledge and
authority and does not demonstrate his emotional response to
a prescription he will not fill. He will not be rude to the patient,
throw the prescription back at him, mark up or deface the
prescription, or express in a loud voice (or at any volume) than
he “does not fill prescriptions for addicts here.” The pharmacist
explains to the patient that there are aspects of the order that
he cannot reconcile, and so he cannot fill the order at this
time. The professional pharmacist has no need to lie or state
that a drug is out of stock. It is acknowledged that declining
to fill a prescription can be uncomfortable or stressful, but the
pharmacist who decides to not fill a prescription is able to back
up that decision with documentation and reasoning that will
stand up to a Board of Pharmacy investigation and will stand
firm with his decision. The wording in the lower right corner of
the “Notice to Consumer” poster in every California pharmacy
references Business and Professions Code §733, which
essentially says that valid prescriptions must be filled, with few
exceptions. The pharmacist’s inability to satisfy corresponding
responsibility is one of those few exceptions.
When the responsible pharmacist has confirmed with the
physician that he has been presented with a forged prescription,
he may decide to call 9-1-1 for an arrest. This is done only if,
in his professional judgement, he believes it will not endanger
patients or staff, either at that time or later. Even if the
pharmacist chooses not to call law enforcement, he may submit
his written documentation to the local DEA field office.

Establish a Written Policy
The responsible pharmacist develops a written policy to
resolve red flags, if he has that authority, and enforces it. Other
pharmacists develop their own policy and use it consistently,
and store supporting data readily retrievable in the pharmacy.
Once the policy is written, it should be handy for staff, who
should be encouraged to know the contents. The responsible
pharmacist models proper documentation and decision making
at every opportunity. A written policy and a trained staff makes it
easier for a relief pharmacist to be consistent.
A sample written policy begins by creating the forms/documents
in this paper, which are adjusted for the pharmacist’s specific
practice. The corresponding responsibility policy will define
which forms are to be used under which circumstances and
make clear when, how and by whom those forms will be
accessed. It will also delegate “fill/do not fill” responsibility to
certain positions. The corresponding responsibility policy may,
at the discretion of the pharmacist in charge, set boundaries
at which staff pharmacists may not fill a prescription without
written PIC approval. Basic forms might include:
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1. Patient data forms for demographic data with copies of
ID, CURES, diagnosis codes, PAs, insurance information,
tried/failed drug list, prior prescribers, problematic
behavior, list of those who may share HIPAA information,
list of people authorized to pick up prescriptions, etc.
2. Prescriber data forms for CMB, DEA, NPPES, address
validation, specialty validation, FAX form for data request.
3. Red Flag Resolution Form: see Appendix 1.

Conclusion
The responsible pharmacist knows that corresponding
responsibility is more than just filling out a series of forms.
Corresponding responsibility is the pharmacist’s judicious
application of his knowledge and expertise to the data he has
collected in order to make a prudent decision about dispensing
a controlled substance, and complying with the law.
The processes in this paper may seem like a lot of extra work at
first. They are a lot of extra work for new patients and providers,
but a validated patient file may only need to be updated once or
twice a year. Prescribers may not need to be updated as often.
In order to dispense controlled substances as safely as
possible, the responsible pharmacist will satisfy the principles
of corresponding responsibility. He protects his license,
his patients, and his community by establishing a universal
precautions policy for all controlled substance prescriptions.
The pharmacist is reminded that CA B&P code §11153 reads
“knowing violation,” and that meeting his corresponding
responsibilities should preclude any knowing violation. The
responsible pharmacist demonstrates that he is executing his
due diligence and using the available tools to prevent controlled
substance diversion.
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Appendix 1

Red Flag Resolution
Irregularities on the Rx/Missing required elements
Missing date or signature in prescriber’s handwriting
Nervous or celebratory patient
Age or presentation of patient
Multiple patients/same address
Multiple prescribers/duplicative Tx
Cash payment (use cash payment justification form)
Request for early refill

Unusual quantity/directions
Duplicative Tx
Initial Rx for strong opioids
Distance from home or prescriber
Scope of usual practice/outside of specialty
No logical correlation of meds to Dx
Other___________________________
Details of red flag:______________________________________________________________________

Resolution:

Rx classified as DNF, red flag NOT resolved

Rx filled, red flag RESOLVED__________________________________________________

______________________________________________________________________________
Documentation attached

Rx returned to patient

Rx rescinded by prescriber

ATTACH A PHOTOCOPY OF THE RX AND OTHER DOCUMENTS:

RPh Signature

Date
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Appendix 3

Law pertaining to pharmacists’ changes to prescriptions
1761. Erroneous or Uncertain Prescriptions.
a.

b.

No pharmacist shall compound or dispense any prescription which contains any significant error, omission, irregularity, uncertainty, ambiguity or alteration. Upon receipt of any such prescription, the pharmacist shall contact the prescriber to obtain the
information needed to validate the prescription.
Even after conferring with the prescriber, a pharmacist shall not compound or dispense a controlled substance prescription where
the pharmacist knows or has objective reason to know that said prescription was not issued for a legitimate medical purpose.

Authority cited: Section 4005, Business and Professions Code. Reference: Section 4005, Business and Professions Code, and Section
11153, Health and Safety Code.18
The official instruction from the California Board of Pharmacy was in “SB 151 Q&A,” a document posted on its website:
“As of January 1, 2005, a Schedule II prescription containing errors should be handled as any other prescription that is uncertain, unclear,
and/or ambiguous: the pharmacist must contact the prescriber to obtain the information to validate the prescription (Title 16 of the
California Code of Regulations section 1761, subdivision (a).)”20
This statement clearly states that 1761 does apply to Schedule II drugs and fulfills Mr. Rannazzisi’s instructions to his pharmacy
colleagues.19
Appendix 4
CURES is a great tool, but at this time, it has its limitations.
•
The pharmacist must apply for use of the CURES system. It is some effort, but worth it. It was required beginning July 1, 2016.
•
CURES users will be issued a password.
o The password must be renewed every 90 days; if not, the user will be locked out and required to supply the answers to all the
security questions entered at the time of registration. A “change password” reminder will appear during login starting 10 days
before the current password expires.
o The subscriber may not reuse any of the previous 24 passwords.
o It is wise to create a password metric that can be easily tracked and remembered.
•
Know the rules:
o Do not share the CURES report with ANYONE, except the prescriber.
- Not patients.
- Not third party companies.
- Not worker’s comp.
o ONLY access data for YOUR patients. People have lost their jobs for violating this rule.
Appendix 5

Excerpts from the [California] 2016 Lawbook for Pharmacy.
Health and Safety Code
11162.1. Form and Content of Prescription Blanks for Controlled Substances
a.

The prescription forms for controlled substances shall be printed with the following features:
1. A latent, repetitive "void" pattern shall be printed across the entire front of the prescription blank; if a prescription is scanned
or photocopied, the word "void" shall appear in a pattern across the entire front of the prescription.
2. A watermark shall be printed on the backside of the prescription blank; the watermark shall consist of the words "California
Security Prescription."
3. A chemical void protection that prevents alteration by chemical washing.
4. A feature printed in thermochromic ink.
5. An area of opaque writing so that the writing disappears if the prescription is lightened.
6. A description of the security features included on each prescription form.
7. (A) Six quantity check-off boxes shall be printed on the form so that the prescriber may indicate the quantity by checking the
applicable box where the following quantities shall appear:
1-24
25-49
50-74
75-100
101-150
151 and over.
(B) In conjunction with the quantity boxes, a space shall be provided to designate the units referenced in the quantity boxes
when the drug is not in tablet or capsule form.
8. Prescription blanks shall contain a statement printed on the bottom of the prescription blank that the "Prescription is void if
the number of drugs prescribed is not noted."
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9.

b.

The preprinted name, category of licensure, license number, federal controlled substance registration number, and address
of the prescribing practitioner.
10. Check boxes shall be printed on the form so that the prescriber may indicate the number of refills ordered.
11. The date of origin of the prescription.
12. A check box indicating the prescriber's order not to substitute.
13. An identifying number assigned to the approved security printer by the Department of Justice.
14. (A) A check box by the name of each prescriber when a prescription form lists multiple prescribers.
(B) Each prescriber who signs the prescription form shall identify himself or herself as the prescriber by checking the box by
his or her name.
Each batch of controlled substance prescription forms shall have the lot number printed on the form and each form within that
batch shall be numbered sequentially beginning with the numeral one.

c.
1.

d.

A prescriber designated by a licensed health care facility, a clinic specified in Section 1200, or a clinic specified in subdivision (a) of Section 1206 that has 25 or more physicians or surgeons may order controlled substance prescription forms for
use by prescribers when treating patients in that facility without the information required in paragraph (9) of subdivision (a) or
paragraph (3) of this subdivision.
2. Forms ordered pursuant to this subdivision shall have the name, category of licensure, license number, and federal controlled
substance registration number of the designated prescriber and the name, address, category of licensure, and license number of the licensed health care facility the clinic specified in Section 1200, or the clinic specified in Section 1206 that has 25
or more physicians or surgeons preprinted on the form. Licensed health care facilities or clinics exempt under Section 1206
are not required to preprint the category of licensure and license number of their facility or clinic.
3. Forms ordered pursuant to this section shall not be valid prescriptions without the name, category of licensure, license number, and federal controlled substance registration number of the prescriber on the form.
4. (A) Except as provided in subparagraph (B), the designated prescriber shall maintain a record of the prescribers to whom the
controlled substance prescription forms are issued that shall include the name, category of licensure, license number, federal
controlled substance registration number, and quantity of controlled substance prescription forms issued to each prescriber.
The record shall be maintained in the health facility for three years.
(B) Forms ordered pursuant to this subdivision that are printed by a computerized prescription generation system shall not
be subject to subparagraph (A) or paragraph (7) of subdivision (a). Forms printed pursuant to this subdivision that are printed
by a computerized prescription generation system may contain the prescriber's name, category of professional licensure,
license number, federal controlled substance registration number, and the date of the prescription.
This section shall become operative on January 1, 2012. Prescription forms not in compliance with this division shall not be valid
or accepted after July 1, 2012.

PURCHASE YOUR TICKETS
FOR CASINO NIGHT AND
SUPPORT CPh-PAC

CPh-PAC PRESENTS

APRIL 13, 2018
SAN DIEGO, CA • 8:00-10:00 PM

$150 PER PERSON
INCLUDES ONE DRINK TICKET
Please join us at our First Annual
California Pharmacists Political
Action Committee (CPh-PAC)
Casino Night! This is a great way to
support CPh-PAC while having a fun
with friends and colleagues.
This event is held in conjuction with Western Pharmacy Exchange.
Visit westernpharmacyexchange.com to purchase tickets.

CPh PAC
California Pharmacists - Political Action Committee

Night
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Focus on your customer, not your software.

“FSI excels at customer support, and their
software is perfect for my high volume store,
allowing me to take care of my patients quickly.”
JAY ZALA, PHARMACY OWNER

SIMPLE TO USE

SUPERIOR SUPPORT

A COMPLETE SOLUTION

Our modern user interface is simple, clear,
powerful, and fast. It won’t get in the way
of effectively serving your customers.

If you need to call support, an experienced
and friendly agent answers the phone,
100% ready to help.

Even with our robust feature set, you
may still need specialization. We offer
customization to meet your needs.

FOUNDATION SYSTEMS INC.

Experience our complete solution.
Call today for a demo:

ADVANCED PHARMACY SOFTWARE MADE EASY

800-333-0926
WWW.FSI.US.COM

SALES@FSI.US.COM

Who cares if your pharmacy
technicians are certified?
Your patients.
Listen to your patients. Choose PTCB Certification.
A 2016 survey* of the public found:

94%
85%
76%

say trust in their pharmacy would increase with
standardized certification for technicians.
believe it’s very important for pharmacy
technicians to be certified.
say they would change pharmacies if
technicians were not certified.

SETTING THE STANDARD.
ADVANCING PATIENT CARE.
PHARMACY TECHNICIAN CERTIFICATION BOARD

What makes PTCB Certification
stand out? Excellence.
•
•
•
•

Portable and accepted in all 50
states, DC, Guam, and Puerto Rico
Pharmacy profession-endorsed
Only non-profit certification
program
More that 585,000 certifications
granted

Learn more at
www.ptcb.org.
*KRC Research, 2016
ptcb.org/resources/research
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Searching for
something…
better?
Exciting and challenging career opportunities are out there. At Rx relief, we
work with top firms – clinical, retail, small and large healthcare systems –
to provide them with the pharmaceutical talent they need.
We’re managed by a team of pharmacists with more than 70 years of
experience and we understand that you need more from your career.

It’s time to take the reins and elevate your career.

As career consultants, Rx relief
can get you there.
Phone: 800.797.3543 • Fax: 888.222.1402 • rxrelief.com

