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President’s Letter

Greetings and | hope everyone enjoyed the holiday
season.

With the busy holiday time of year behind us, life tries
to slow down during these long winter days. We know,
though, that in the pharmacy world the beginning of
the year is a very busy time for us, especially for our
colleagues in the community practice setting.

Similarly, this is a busy time for us at the association, as
we plan to continue the great work done in previous years
and organize everything that we have planned for you in
2019, and ensure all of that comes to life.

2018 was a very successful year and so much was
accomplished at NOJPhA. We saw many great things
including the passage of the student Immunization bill,
numerous continuing education opportunities all year long
fulfilling most of your professional requirements, Tonic
events throughout the year that allowed us to network with
our colleagues, and several task forces led by our past
president, Carmela Silvestri, that contributed so much to
the profession in New Jersey. In 2019, we hope to continue
much of this great work started by those that came before
us, and more!

| can’t help but to think “what if” or better yet “imagine

if”, and | will share a couple of examples of what | mean.
“Imagine if” every pharmacist and technician in New

From The Editors’' Desks...

Dear Colleagues,

Thank you for your continued support for the New Jersey
Journal of Pharmacy — the official peer-reviewed journal
of the New Jersey Pharmacists Association. The Journal
Committee is excited to see an increased number of
article submissions. It is our sincere hope that you enjoy
the winter edition of our journal. This issue highlights
timely articles on, the first non-opioid drug approved to
treat opioid withdrawal, lofexidine, New Jersey community
pharmacists’ perceptions on opioid prescribing limitations,
as well as the New Jersey Pharmacists Association task
force findings on opioid abuse treatment and prevention in
New Jersey.

We welcome submissions for the next issue of the New
Jersey Journal of Pharmacy. If you are interested in
submitting a manuscript for publication consideration

Jersey, was a member of our association. How loud
would our voice be when we are in Trenton? “Imagine

if” NJPhA was the only home for all pharmacists and
technicians in New Jersey. How much more vibrant
would our association be? “Imagine if “pharmacists could
utilize their provider status in New Jersey, could practice
at the top of their license, and be properly compensated
for their impact, expertise and services. “Imagine if”

we could simplify our collaborative practice regulations
to let pharmacists fully integrate with other healthcare
professionals, and use their unmatched clinical training to
guide their decision making to improve patient outcomes.

My hope is that many of the “what ifs” | mentioned will
come to fruition in the near future, to truly allow us to
unlock the power of what pharmacists know and can do
for those we serve, and that this association, NJPhA,

can continue to be the place for ALL pharmacists and
technicians in New Jersey. | know that if we work together,
we can make the future of pharmacy exactly what we want
it to be. In order for that to happen, though, we have to be
active participants in the discussion with all parties that will
formulate the future of the pharmacy profession. The key to
all of this is ensuring that we stand together with One Voice
Undivided.

Yours Truly,
Jim Ward
President — NJPhA

or serving as a peer reviewer, please email the Journal
Committee at njpharmacists@gmail.com.

Julie Kalabalik, PharmD, BCPS, BCCCP
Editor-in-Chief

Elif Ozdener, PharmD, BCACP, CDE, AAHIVP
Associate Editor

Malgorzata Slugocki, PharmD, BCPS
Associate Editor

The Journal wishes to acknowledge the following
pharmacists who participated in peer review for this issue:
Drs. Harold Kirschenbaum, Traci Lamparillo, Ruth Kim,
Carrie Corboy, Brian Catton, and Alyssa Gallipani
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Message from the Chair of the Board of Trustees

2019 is a new year with new opportunities and promise. We
are looking ahead to several projects which the trustees set
as priorities for the coming year.

* NJPhA leadership is looking to prepare the associa-
tion to acknowledge and meet the challenges of
the age of electronic access. A focus group has been
formed to discuss the structure of the association
with a mandate of determining the most effective
ways to bring together and meet the needs of phar-
macy professionals around the state.

» Collaborative practice laws and regulations will be
examined by a task force as a we look to identify and
facilitate new opportunities to increase interprofes-
sional collaboration as a means of improving patient
care.

» The use of Electronic Health Records to generate and
transmit prescription orders in Long Term Care is
being examined to prepare best practice recommen-
dations.

» The Trustees have approved the formation of the
Academy of Industry Pharmacists to identify and
facilitate serving the needs of the many pharmacy
professionals working in this field.

» Opportunities for mentoring and alumni alliances will
be expanded to increase involvement of practicing
pharmacists with student members attending Phar-
macy school in New Jersey or at any of the 7 schools
with NJPhA Chapters while also welcoming New
Jersey residents who are studying outside of the area.

+ The strengthening of alliances among pharmacist
organizations and pursuit of joint projects and educa-
tion will be a priority leading up to the year 2020
when we will celebrate the 150th anniversary of organi-
zed pharmacy in New Jersey. The NJPhA was formed
in 1870 so that pharmacists could advocate for a
framework for the profession which would promote
safety and advance practice.

The Board has also discussed increasing visibility for phar-
macists as public health educators and medication experts
and is pursuing opportunities for an NJPhA presence in
media. In December, Trustee Ruth Marietta appeared on
the Deepa Chopra show in a segment on the Opioid Crisis.
In January President James Ward was interviewed on the
Thank God It's Monday (TGIM) radio show at Seton Hall
University.

It is an exciting time to get involved in the profession of phar-
macy and in the New Jersey Pharmacists Association. Let’s
work together to unite all pharmacists and align with other
healthcare professionals to advocate for a framework which
will allow for optimal medical care in ALL settings.

See you at an upcoming meeting.

Carmela Silvestri, PharmD
2019 Chairman of the Board of Trustees

Spring 2019
Summer 2019
Fall 2019
Winter 2020

S

Upcoming Journal Deadlines

March 19th, 2019
June 18th, 2019
September 18th, 2019
December 19th, 2019
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Lofexidine, the First Non-Opioid Drug Approved to Treat
Symptoms of Opioid Withdrawal

Suni Ciampi, PharmD Candidate, Dongmi Kim, PharmD, and Ligia Westrich*, PhD, RPh

Introduction

Although treatment of opioid dependence is well established,
management of opioid withdrawal symptoms, a required
step in long-term treatment of opioid dependence, is not
well defined and few treatment options exist.! Opioid with-
drawal symptoms, such as, hyperventilation, hyperthermia,
myalgia, gastrointestinal and central nervous system (CNS)
disturbances result during abrupt abstinence from opioids.

Lofexidine (Lucemyra®) is the first non-opioid medication
approved by the FDA for the treatment of sudden opioid
withdrawal symptoms. Lofexidine was approved on May 16,
2018. It works by stimulating central o, adrenergic autore-
ceptors. The usual dose is three 0.18 mg tablets, every 6
hours while symptoms persist, for up to 14 days. Gradual
dose tapering over 2 to 3 days is recommended.?

Prior to the approval of lofexidine, the only approved
treatment options for opioid withdrawal symptoms were
methadone and buprenorphine.! These are opioid recep-
tor agonists and have potential for abuse. Buprenorphine/
naltrexone combination drug and clonidine, an o, receptor
agonist with similar actions to lofexidine, are used off-label
to suppress opioid withdrawal symptoms.® This review dis-
cusses the pharmacology, clinical efficacy, monitoring pa-
rameters and place in therapy of lofexidine.

Pharmacology

Opioids induce CNS depression, therefore, withholding opi-
oids results in CNS stimulation manifested as withdrawal
signs and symptoms.* Alpha-2 receptors serve an inhibitory
function in the CNS and sympathetic nervous system. When
stimulated, they induce hypotension and CNS depression.
As a selective central o, receptor agonist, lofexidine blocks
the release of norepinephrine and suppresses sympathetic
activities that ensue upon abrupt opioid withdrawal.2%¢ A
systematic review of clinical studies, which compared sev-
eral o, receptor agonists used in the management of opioid
withdrawal, reveals evidence that points towards a better
safety profile of lofexidine than clonidine. In the lofexidine
group, fewer participants experienced clinically significant
hypotension and a greater number of patients completed
the treatment than in the clonidine group.”

Pharmacokinetics

The oral bioavailability of lofexidine is 72% and its absorp-
tion is not altered by food. Peak plasma concentration is
reached within 3 to 5 hours following oral administration.
Thirty percent of the administered lofexidine dose is me-
tabolized by CYP2D6, CYP1A2, and CYP2C19 to inactive

metabolites. Co-administration of strong CYP inhibitors or
inducers of these subtypes should be closely monitored.
The elimination half-life is 12 hours. The dose should be
reduced by 25% - 62.5% based on the extent of renal and
hepatic impairment.?

Clinical Trials

Two short-term phase Il trials were conducted to assess
the safety and efficacy of lofexidine. Study 1 was a 7-day,
multi-center, randomized, double-blind, placebo-controlled
trial, followed by an open-label period (days 8-14).2 Study
2 was an 8-day, multi-center, randomized, double-blind,
placebo-controlled trial involving subjects undergoing in-
patient opiate detoxification.® Study 1 remains unpublished
at the time of writing and the authors relied on the pack-
age insert of lofexidine for the design and results of that
study. In study 2, the efficacy was assessed primarily
using SOWS-Gossop (Short Opiate Withdrawal Scale of
Gossop), along with OOWS-Handelsam (Objective Opiate
Withdrawal Scale of Handelsman), VAS-E (Visual Analog
Scale-Efficacy), and MCGI -Rater and -Subject. Safety was
evaluated by assessing adverse events, vital signs, ECG,
and clinical labs.®

Study 1 enrolled 603 patients and aimed at assessing
dose-safety and dose-efficacy relationship of lofexidine.
The first part was a 7-day (days 1-7) inpatient double-blind-
ed trial, which randomized subjects to receive 2.16 mg or
2.88 mg total daily dose of lofexidine or placebo. This was
followed by an additional 7 days (days 8-14) of open-label
continuation of treatment in an inpatient or outpatient set-
ting. During this period, the patients received either 2.16
mg or 2.88 mg total daily dose of lofexidine (not to exceed
2.88 mg/day), at the discretion of the investigators. Eligible
participants, 18 years of age and older, were required to
meet the DSM-IV criteria for opioid dependence and were
physically dependent on short-acting opioids (heroin, hy-
drocodone, oxycodone), with an OOWS-Handelsman
score of = 2 at baseline. Patients with cardiovascular or
psychological comorbidities and those who took metha-
done or buprenorphine within the past 14 days were ex-
cluded. A significantly greater percentage in the lofexidine
group achieved a clinical response for days 1-7. The mean
SOWS-Gossop scores were 8.8, 6.5 and 6.1 for placebo,
lofexidine 2.16 mg (mean difference to placebo -2.3, 95%
Cl of -3.4, -1.2) and lofexidine 2.88 mg (mean difference
to placebo -2.7, 95% CI of -3.9, -1.6), respectively. Both
dosages were shown to be superior to placebo. The higher
dose was also associated with greater improvement in the
SOWS-Gossop scale.?
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Study 2 was a 7-day inpatient, randomized, multicenter,
double-blind, placebo-controlled, parallel-group trial. It en-
rolled 264 subjects of 18 years of age or older, who met
the DSM-IV criteria for opioid dependence and showed
withdrawal signs immediately preceding randomization,
with scores = 2 on the OOWS-Handelsman.® Subjects
were randomized to receive lofexidine 2.88 mg daily or
placebo. Lofexidine was proven to be significantly more ef-
ficacious than placebo in the two major outcomes, which
were the reduction in SOWS-Gossop score and the treat-
ment completion rate. The mean Day 3 SOWS scores were
6.32 in lofexidine group and 8.67 in the placebo group (p
= 0.0212). There were also fewer early dropouts in the lo-
fexidine group compared to the placebo group: 59 versus
80 (p = 0.0034).8

Warnings/Adverse Drug Reactions

Adverse reactions that were more significantly observed in
the lofexidine group compared to placebo group included
orthostatic hypotension (29%, 42% and 5% in lofexidine
2.16 mg, lofexidine 2.88 mg and placebo, respectively;
p<0.01), dizziness (19%, 23% and 3%; p<0.01), bradycar-
dia (24%, 32% and 5%; p<0.01), and dry mouth (10%, 11%
and 0%; p < 0.01), whereas the occurrence of vomiting and
lacrimation was significantly higher in the placebo group (p
< 0.01).28 In Study 2, there was a decrease in mean systolic
blood pressure of 15 mmHg and mean diastolic pressure of
9 mmHg in the lofexidine treatment group (p < 0.05), com-
pared to the control group on days 1 — 6, but not on day 7.

A steady increase in heart rate was observed in the control
group, with a significant difference between lofexidine and
control groups (p < 0.0001) for all 5 days. No significant dif-
ferences in QT prolongation was detected on ECG between
the two groups.®

Place in Therapy

Lofexidine is a centrally acting a-2 receptor agonist ap-
proved for management of opioid withdrawal. Similar to
clonidine, lofexidine is a non-controlled substance with little
risk of abuse potential. Lofexidine is appropriate for patients
who failed opioid withdrawal treatment or experienced intol-
erable side effects with first line agents, such as methadone
or buprenorphine, and for patients who prefer non-opioid
therapy.®

Conclusion

Lofexidine is the first FDA-approved non-opioid medication
indicated for opioid withdrawal in patients 18 years of age
and older, for up to 14 days of continuous use. Compared to
clonidine, which is in the same class and used off-label for
the same purpose, lofexidine is better tolerated with fewer
side effects.” Lofexidine’s efficacy in the treatment of opi-
oid withdrawal symptoms has been shown to be superior to
placebo in two large-scale randomized placebo-controlled
trials.2® Lofexidine has now become a new treatment option
for patients and clinicians who prefer non-opioid agents for
the management of opioid withdrawal symptoms.

We Deliver Solutions for

a Healthier Bottom Line

Ep|c EPIC Pharmacies, Inc. provides more than 1,500 independent member
Re
A Network Of

Independently Owned
Pharmacies

pharmacies across the U.S. with the group buying power and managed

care solutions essential to delivering quality patient care.

Membership offers:

* Group volume purchasing power

* Aggressive wholesaler pricing programs

* Successful rebate program - $30.8 million returned to members in 2018

¢ EPIC Pharmacy Network, Inc. (EPN) membership fee

included at no cost — access to third-party contracts

¢ Clinical services tools, including expert assistance from our in-house
pharmacist and access to custom PrescribeWellness offerings and EQuIPP™

« ZyREGULATOR - free third-party claims reconciliation

program and automated reimbursements below cost system

‘PHARM[IYY.

Pharmacy Compliance Alert Program

PUT THE POWER OF A NETWORK BEHIND YOU

800-965-EPIC | EPICRX.COM

— Web-based solution for pharmacy
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New Jersey Community Pharmacists’ Perceptions
on Opioid Prescribing Limitations

John Choi Pharm.D. Candidate 2019, Lucio R. Volino Pharm.D., Quanhao Fu Pharm.D.,
Rupal Mansukhani Pharm.D., Michael Toscani Pharm.D.
Department of Pharmacy Practice and Administration.
Rutgers, The State University of New Jersey — Ernest Mario School of Pharmacy, Piscataway, New Jersey

Introduction:

Many states, including New Jersey (NJ), are dealing with a
deadly opioid epidemic fueled by schedule Il (C-11) opioid an-
algesics. According to the Centers for Disease Control and
Prevention (CDC), there were 42,249 nationwide deaths in-
volving opioids in 2016, which is five times higher than in
1999." According to the State Medical Examiner’s Office,
New Jersey lost nearly 1,600 lives to drug-related deaths in
2015.2 This consequently led to New Jersey being ranked the
25th state in the age-adjusted rate of drug overdose deaths.!

Across the country, federal agencies including The U.S. De-
partment of Health and Human Services and Centers for
Disease Control and Prevention, have combated against the
opioid epidemic by tracking data from the Prescription Drug
Monitoring Program (PDMP), raising public awareness, and
equipping states with resources to create prevention ef-
forts.® Alongside these national efforts, New Jersey enacted
a new prescribing-based regulation on May 16, 2017, which
limits the maximum day supply of C-1l opioid analgesics to
5 days in patients with acute pain management, which is
defined as “pain that a practitioner reasonably expects to
last only a short period of time”.2 This limit does not apply
to opioids used in cancer or hospice care, substance abuse
treatment, or in long-term care facilities.*

Through PubMed and Medline search, it was determined
that there is currently no information available regarding
New Jersey pharmacists’ perceptions of opioid-related pre-
scribing limitations and their impact on the opioid epidemic.
Pharmacists who have participated in this study have pro-
vided their feedback that may indicate how statewide regu-
lations can impact community pharmacy practice. This re-
search will help identify common perceptions and practices
concerning this current legislation and its potential impact
on community pharmacists in NJ.

Objective:

This study assessed community pharmacists’ perceptions
concerning the impact of a NJ regulation enacted to limit the
maximum day supply of C-Il opioid analgesics to 5 days and
related opioid abuse perspectives.

Methods:

This cross-sectional descriptive study, conducted over a
seven-day period, utilized an anonymous 19-question elec-
tronic survey to capture pharmacists’ perceptions practicing
in NJ. Survey questions collected demographic informa-
tion (gender, race/ethnicity, practice experience, and phar-
macy practice setting), perceptions regarding impact and

effectiveness of the opioid prescribing limitation, general
perspectives related to opioid abuse and education, and
recommendations for managing opioid abuse in the future.
Perception questions were based on a 5-point Likert scale
with an open-ended recommendation question. The survey
was approved by the Rutgers University Electronic Institu-
tional Review Board and distributed to 28,184 pharmacists
in NJ in March 2018, ten months after legislation enactment.

Pharmacists’ e-mails were obtained using a publicly avail-
able contact list published on the NJ Board of Pharmacy
(BOP) website. The electronic survey was emailed to NJ
pharmacists via Qualtrics’, an online survey platform. Survey
responses were collected over a seven-day period, with a re-
minder e-mail sent out on day five. Community pharmacists
who were registered and practicing in NJ were included in the
study. Pharmacists not practicing in a community-based set-
ting were excluded. Participants were able to skip questions,
if desired. Data were analyzed using descriptive statistics.

Results:

A total of 453 pharmacists registered with the NJ Board of
Pharmacy agreed to participate in this study; 297 pharma-
cists self-reported to practice in the community setting and
dispense opioid analgesics in NJ.

The study demographics (Table 1) show a majority of phar-
macists (184/297, 62%) who participated in the study prac-
ticed in community pharmacies for more than 10 years. Most
pharmacists practiced in chain pharmacies (124/296, 42%),
followed by independent (100/296, 34%), and grocery store
(44/296, 15%) settings. Examples of chain pharmacies in-
clude CVS™ and Walgreens and examples of grocery stores
include ShopRite® and Wegmans. Approximately half of the
participants (143/275, 52%) reported to fill an average of
less than 10 opioid prescriptions daily, while 37% (37/275)
reported an average of 20 prescriptions. Gender was ap-
proximately evenly distributed between males (148/290,
51%) and females (133/290, 46%).

The second portion of the study consisted of multiple-
choice questions for pharmacists to answer (Table 2).
Almost all (255/267, 95.5%) pharmacists agreed or strongly
agreed that opioid abuse is a serious issue in NJ. When
pharmacists were asked to assess the impact of the reg-
ulation on the number of opioid prescriptions filled dai-
ly, 51.1% (139/272) responded they felt no change and
32.7% perceived a slight decrease. A majority of pharma-
cists (257/267, 96.3%) agreed (68/267, 25.5%) or strongly
agreed (189/267, 70.8%) that it is important to educate pa-

WINTER 2019
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tients/customers regarding opioid abuse. Most pharmacists
(228/267, 85.4%) indicated feeling comfortable educating
patients regarding opioid dependency and abuse and 70%
(186/266) believed that pharmacists can play a larger role
in limiting opioid abuse.

Table 1. Demographics

regulation that limits opioid quantities on a prescription.® This
study confirmed that 40% of respondents perceived a de-
crease in the amount of opioid prescriptions dispensed since
the introduction of the new regulation, while 51% did not see
a change. Although many factors could impact pharmacists’
perceived changes in prescribing habits,
implementation of the 5-day opioid pre-
scribing limit may have contributed.

# of Years Worked as a Pharmacist (n=297) | Primary Racial or Ethnic Identification (n=287)
Less than 1 year 8 American Indian/Alaskan Native 1 The pharmacist’s role in managing the
1-4 years 15 Asian 25 opioid epidemic may be challenging with
5-10 years 15 Black/African American 3 minimal guidance and precedence. A
More than 10 years 62 Hispanic or Latino 5 previous study conducted by Hartung
Community Pharmacy Setting (n=296) Pacific Islander/Native Hawaiian 0 et al. evaluated pharmacists’ and pa-
Chain (i.e. CVS, Walgreens) 42 White/Caucasian 64 tients’ need to better establish the role
Independent 34 Other 2 and responsibilities of pharmacists in
Grocery Stores (i.e. ShopRite) 15 Gender (n=290) the opioid epidemic. While results
Big-Box (i.e. Walmart, Costco) 4 Male 51 showed that both pharmacists and
Other 5 Female 46 patients agreed that pharmacists are
Average # of Opioid Rx's Filled Daily (n=275) Non-binary/Genderqueer 1 responsible for medication safety, phar-
<10 52 Agender 0 macists identified barriers such as lack
20 37 Bigender 0 of clinical information and discomfort
30 5 Transmasculine 1 policing high-risk prescribing. Investiga-
40 3 Transfeminine 0 tors concluded that ambiguities in the
>50 3 Other 1 pharmacist’s role may be best clarified

(all values are in %)

The final open-ended question (Table 3) collected phar-
macists’ recommendations regarding opioid abuse man-
agement. A total of 167 pharmacists provided comments.
Answers were categorized into five common themes:
more regulations on prescriber, stricter legal enforcement
of prescribing regulations by a regulating entity, more pa-
tient/prescriber education, prescribing non-opioid medi-
cations, and vigilance by pharmacist. Managing opioid
abuse through more regulations on prescribers, stricter
legal enforcement, and education was proposed by the
greater percentage of the participants [43% (72/167),
31% (52/167), and 20% (34/167), respectively]. A small
percentage of pharmacists (20/167, 12%) believed that
patients and the community could benefit from alternate
agents such as NSAIDs or tramadol, instead of opioids.
Lastly, a similar percentage of pharmacists (17/167, 10%)
claimed pharmacists should play a more active role through
vigilance in opioid-prescribed patients; such ways include,
but are not limited to, using the PDMP and professional
judgment in filling suspicious prescriptions.

Discussion:

Our results indicate that community pharmacists view the
opioid crisis as a serious problem and call for action in pa-
tient education. In respect to the highly publicized ongoing
opioid crisis, responses show that community pharmacists
desire change that would allow them to take an active role
in ameliorating the current opioid crisis in New Jersey.

Although prior studies evaluated the effect of PDMP use by
prescribers on the number of opioids dispensed, no studies
have been published that evaluate the efficacy or impact of a

through structured training promoting en-

hanced between-party communication.®
This conclusion parallels our study results which show that
majority of community pharmacists highlight the importance
of educating the community and wish to play a larger role
in this crisis. As such, there is a strong need for an environ-
ment that will foster the ability of pharmacists to confidently
and comfortably make recommendations and educate pa-
tients. Opportunities for pharmacists to expand their roles
must be better identified to enhance management of the
current opioid crisis and support the patient care process.

In 2014, the Joint Commission of Pharmacy Practitio-
ners and its strategic planning committee formulated the
Pharmacists’ Patient Care Process (PPCP).” The PPCP
streamlines the processes in which pharmacists can ac-
tively be a part of patient care: Collect, Assess, Plan,
Implement, and Follow-up. One of the goals of this model
is to clarify and add structure to communication in patient
care. Practical application of this process in the community
setting include comprehensive medication review and fol-
low up, correction in dosing, disease state management
(i.e. pain, diabetes, hypertension), and improved immu-
nization rates.” Pharmacists can use the PPCP model to
actively engage patients and assist in the management of
the current opioid crisis. In the “Collect” stage, pharma-
cists assure the collection of necessary subjective and
objective information about the patient in order to under-
stand the relevant medical/medication history and clinical
status of the patient. These actions may include, but are
not limited to, utilization of the PDMP and direct patient
interview. By understanding all the patient’s current and
past medication use history, relevant health data, and
patient lifestyle habits, pharmacists can better “Assess”
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Table 2. Responses to Multiple Choice Questions

1. Percentage of patients on

6. Opioid Abuse is a serious issue in NJ (n=267)

opioid analgesic (n=274) % #
10% 54.7 150
20% 29.9 82
30% 8.8 24
40% 3.3 9
>50% 3.3 9

Strongly agree 72.7 194
Agree 22.8 61
Neither agree nor disagree 1.9 5
Disagree 1.9 5
Strongly disagree 0.7 2

2. Average number of opioid prescriptions
filled daily (n=275)

7. 1 believe it is important to educate
patients/customers regarding opioid abuse (n=267)

<10 52.4 144
20 36.7 101
30 5.1 14
40 3.3 9
>50 25 7

Strongly agree 70.8 189
Agree 25.4 68
Neither agree nor disagree 1.9 5
Disagree 1.5 4
Strongly disagree 0.4 1

3. Impact of the regulation on the number of opioid
prescriptions filled daily (n=272)

Significantly increased 4.4 12
Slightly increased 4.4 12
Remained the same 51.1 139
Slightly decreased 32.7 89
Significantly decreased 7.4 20

8. | am comfortable educating patients/customers
regarding opioid dependency and abuse. (n=267)

Strongly agree 43.8 117
Agree 41.6 111
Neither agree nor disagree 8.6 23
Disagree 3.4 9
Strongly disagree 2.6 7

4. Rate of effectiveness of this regulation in limiting
opioid abuse (n=272)

9. | believe that regulatory actions are effective ways
to limit opioid abuse. (n=267)

Very effective 4.8 13
Somewhat effective 29.4 80
Neutral 31.3 85
Somewhat ineffective 23.5 64
Very ineffective 11.0 30

Strongly agree 25.8 69
Agree 38.2 102
Neither agree nor disagree 15.7 42
Disagree 13.9 37
Strongly disagree 6.4 17

5. Description of the influence of the new regulation
on the pharmacy experience as a pharmacist (n=273)

10. | believe that pharmacists can play a larger role in
limiting opioid abuse. (n=266)

Very positive 10.6 29
Somewhat positive 26.4 72
Neutral 34.8 95
Somewhat negative 20.5 56
Very negative 7.7 21

Strongly agree 29.0 77
Agree 41.0 109
Neither agree nor disagree 15.0 40
Disagree 12.0 32
Strongly disagree 3.0 8

the appropriateness of the patient’'s pharmacotherapy.
These first two steps enable the pharmacists to play a
more active role in the medication therapy management
process by better communicating with patients. In the
“plan, implement, and follow-up” stages, pharmacists can
combine their assessment of the patient with their clini-
cal judgment and collaborate with other healthcare profes-
sionals, the patient, and caregiver to deliver optimal care.
Lastly, with adequate monitoring parameters and appropri-
ate evaluation of care, the pharmacist would be able to
follow up with the patient’s therapy and modify their rec-
ommendations as needed. Therefore, by integrating the
PPCP model into community practice, pharmacists can
take on a larger role in limiting opioid abuse.

To supplement the findings of this study, an ongoing study
in Pennsylvania is assessing the need for pharmacists to
expand their roles in the current opioid epidemic.® The re-
searchers in this study propose the opioid crisis is an oppor-
tunity for community pharmacists to take a more active role
in preventing or identifying opioid abuse in their patients as
health care providers. The study will implement a model
called Motivational Intervention-Medication Therapy Man-
agement (MI-MTM). MI-MTM encompasses four compo-
nents pharmacists can be involved in: medication therapy
management, brief motivational intervention, patient navi-
gation, and naloxone training. The study hopes to provide
further opportunities for community pharmacists to develop
more one-on-one relationships with patients and their care-
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Table 3. Pharmacists’ Opinions on How to Manage Opioid Abuse (Open-ended)

Basis of Response (n=167) % #
More regulations on prescriber 43 72
More strict legal enforcement 31 52
Education (for prescriber or patient) 20 34
Use of other agents (i.e. NSAIDS, Tramadol) 12 20
Vigilance by Pharmacist 10 17

Acknowledgement: Kaylie Yoon, Pharm. D. Candidate of 2019 for assisting in data collection and review

givers.® This can ultimately facilitate more personalized pa-
tient support and recommendations, which would be more
effective if supported by research.

This study included community pharmacists currently prac-
ticing in NJ who agreed to participate in an online survey. As
indicated by study demographics, participants may not be a
balanced representation of all practicing sites. The sample
size was small compared to the list of pharmacists provided
by the NJ BOP. Therefore, the results of the study may not
be generalizable to pharmacists in all community practice
setting. It is also worth noting that all responses to ques-
tions were subjective opinions and due to the nature of such,
some bias may be present. Lastly, the results of this survey
cannot be used to state that this regulation is the sole reason
for the perceived reduction in opioid prescriptions.

Conclusion:

Our research study finds that pharmacists statewide ac-
knowledge that opioid abuse is a serious problem and that
more efforts are needed for patients and their caregivers.
Although pharmacists felt that the acute opioid prescribing
limitation regulation caused a modest change in the number
of the opioid analgesic prescriptions filled, the overall im-
pact seems limited as the regulation only applies to a spe-
cific patient population and length of treatment (acute pain),
while having no restriction on the number of prescriptions
written. Therefore, individuals are still able to obtain multiple
opioid prescriptions. With the PPCP laid out by the JCCP
and further study to correlate pharmacist’s interventions to
community outcomes, methods for community pharmacists
to become more actively involved in addressing the current
opioid crisis could be more structured and implemented.
Further studies that follow up on the NJ opioid regulation’s
effectiveness against its abuse, misuse, and diversion in NJ
as well as research elucidating the roles of healthcare pro-
fessionals in addressing this crisis is warranted.

Footnote
'Experience management company -
https://www.qualtrics.com/
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NJPhA Task Force Report: Opioid Abuse Treatment
and Prevention Summary

Report summary compiled by Carmela Silvestri, PharmD, CCP from the work of the NJPhA Task Force on
Opioid Addiction Prevention and Treatment (task force participant list follows the article)

Contact Information: NJPhA 609-275-4246

After participating in this activity, the participant shall be able to:
Pharmacist:
1. Identify parts of the brain that are responsible for different aspects of opioid abuse
2. Explain tools, practices, and policies to prevent opioid medication diversion and reallocation
3. Describe abuse resistant drug formulations and list some of the formulations available
4. Explain medication assisted treatment (MAT) for opioid use disorder (OUD)

Pharmacy Technician:
1. List elements of a fraudulent prescription
2. Identify abuse resistant drug formulations
3. Identify patients that may be victims of the opioid epidemic in a community pharmacy
4. List methods of opioid disposal

Author disclosures: None of the contributors have anything to disclose related to this educational activity
CEU Hours: 1 contact hour of continuing education credit (0.01CEU)

Activity Type: Knowledge based

UAN: 0136-0000-19-008-HO1-P; 0136-0000-19-008-HO1-T

Release Date: 2/27/2019 Expiration Date: 2/27/2022

In 2018 the NJPhA convened a professional affairs task force comprised of members with a range of back-
grounds and experience. These volunteers collected available information on opioid addiction, its causes and
effects and sought out current practices as well as innovative ways in which New Jersey pharmacists can be
instrumental in helping patients affected by this public health crisis. The project culminated in the presentation
of several policy statements and action items to the NJPhA Board of Trustees for consideration. This report is a
summary of their work.

Introduction

The current opioid epidemic taking place in the United States is a major cause of morbidity and mortality. Nationally,
there have been approximately 350,000 deaths resulting from opioid overdose from 1999 to 2016, representing a 200%
increase in the rate of opioid related overdose deaths.” In New Jersey specifically, there have been a total of 7,671
confirmed deaths attributed to opioid overdose from 2012 to 2016. Rates continue to rise with over 3000 suspected
opioid deaths in NJ in 2018 alone.? There is heightened awareness of the potentially fatal complications of substance use
disorder (SUD), prompting further discussion regarding the use of medication-assisted treatment (MAT) and expanding
the availability of naloxone for the prevention and treatment of opioid overdose. Pharmacists in both inpatient and
outpatient settings are among the group of healthcare professionals becoming more involved with helping to curb opioid
related morbidity and mortality.

Definition

Substance Use Disorder (SUD) formally known as addiction is defined as a chronic, relapsing brain disease, which
is characterized by compulsive drug seeking and use, despite harmful consequences. SUD is characterized as a brain
disease because drugs change brain structure and function. Brain imaging has shown that drugs affect parts of the brain
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responsible for decision-making, learning,
memory, behavior control and judgment. SUD
is associated with dramatic and persistent
changes in 3 principal regions of the brain
including the basal ganglia, extended
amygdala and prefrontal cortex. The basal
ganglia controls the rewarding, or pleasurable,
effects of substance use (nucleus accumbens),
and is responsible for the formation of habitual
substance taking (striatum). The extended
amygdala is involved in stress and the feelings
of unease, anxiety, and irritability which
accompany withdrawal. The prefrontal cortex
is involved in executive function, the ability

to organize thoughts and activities, prioritize
tasks, and make decisions, including exerting
control over substance use. The time it takes
for these changes to occur is unknown and
varies with each individual and the intensity

of use. SUD is considered a 3-stage cycle
which becomes more severe as substance use
continues. Stage 1 is described as binge and
intoxication, stage 2 includes withdrawal and
negative affect, and stage 3 is characterized by
preoccupation and anticipation. It is estimated

Opioids Do More Than Stimulate
The Pleasure Center of the Brain

Prefrontal cortex and the central reward pathway
There is a natural link between pleasure and complex
thoughts such as decision-making and planning. With
long-term opioid abuse, this pathway becomes dysregulated.

Amygdala and the midbrain

The urge to keep using opioids is born
here. The midbrain helps steer behavior
based on what it has experienced.

Neuroscientists are still
learning where drugs like
heroin and fentanyl target,
and how repeated exposure
to them reshapes the brain.

Locus coeruleus and the brain stem

Opioids can suppress the brain stem’s
ability to control breathing and heart
rate. During overdose, this can kill.

SOURCE: Adapted from Hugh Guiney / Wikimedia Commons

that there is a 40-60% correlation between genetics and an individual’s risk of addiction or SUD?3.
Data from the 2013 and 2014 National Survey on Drug Use and Health showed that the annual average of people

12 years of age and older misusing prescription pain relievers is 10.7 million people. 1.5 million of this population were

new users, 6 million were “occasional” misusers and 3.2 million were frequent misusers. About half of those misusing

prescription opioids obtained the prescription from a family member or friend (50.5%) and about 22.1% obtained

them from a doctor.* This indicates that strategies which reduce availability and diversion of prescription opioids may be

effective methods of prevention.

Diversion and Reallocation

IAN HAYDON / Staff

Pharmacists are in an ideal position to prevent opioid medication diversion, pilfering, and misuse. A variety of tools,
practices, and policies are now available to assist pharmacists in this endeavor, such as a new regulation passed by the
DEA in 2014 allowing pharmacies to accept the return of controlled medications.® There are a variety of options for both
pharmacies and patients to safely dispose of medications, including medication recovery envelopes, drug destroying
systems, drop boxes at DEA registered collectors (e.g. municipal police stations, pharmacies, hospitals), and national
drug take-back days.® Some states, particularly those in which opioid abuse is rampant, have adopted legislation requiring
pharmacies to offer some of these systems.® Another potential option to prevent pilfering includes locking prescription
vials (LPVs). These vials can be available for and/or offered to patients receiving a controlled prescription. Although the
vials are not indestructible, they may be helpful in preventing pilfering that may otherwise go unnoticed.

Strategies to reduce availability of opioids include the NJ legislative initiative which limits the initial fill of an opioid for
acute pain to a five-day supply of immediate release medication. This may benefit the patient who needs maximal pain
management after acute injury or in the post-surgical setting by setting limits for reevaluation. Counseling patients on
their medications is a trademark responsibility of pharmacists. This role extends to educating patients on both new and
refilled opioid medications and substance abuse treatment agents. Pharmacists are in a position to expand upon standard
prescription counseling points (e.g. use, dosing, side effects) by discussing the dangers of opioid dependence, withdrawal
management, and long-term opioid replacement therapy approaches.”

Another opportunity available for community pharmacists is educating caregivers about the opioid epidemic. While
they may be aware that there is an issue with opioid medication misuse, caregivers are often unsure of their role in
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the problem. Pharmacists can educate this group, which serves as the patient support system, on the severity of the
epidemic, tactics to avoid opioid abuse, and when to reach out to a specialist for further assessment. For example,
pharmacists who dispense naloxone products can educate caregivers about issues such as management of overdose
emergencies and proper rescue drug administration.®

An Ounce of Prevention

Pharmacists have been found to improve patient outcomes when incorporated into multidisciplinary teams in both
the inpatient and ambulatory care settings for specialties such as anticoagulation, diabetes, hypertension and pain
management.® As experts in drug information, pharmacists are often looked to as specialists in analgesic medications.
They can, therefore, play an essential role in selecting and dosing analgesics, reducing the risk of adverse effects, and
improving patient adherence to prescribed medications.'® When pharmacists are involved in medication reviews and
lead patient education related to analgesic medications, higher patient satisfaction scores, fewer adverse events, and
improvements in pain intensity and physical function have been reported.'-'2 Patients with non-cancer related pain who
were managed by pharmacists reported pain scores that were significantly decreased following their initial clinic visit
(mean + standard deviation 1.1 £2.6; p<0.0001)."® As a result, national pain management organizations, such as the
American Pain Society, have identified pharmacists as potential members of a multidisciplinary team-based approach to
optimizing pain management.

Collaborative practice agreements (CPA) afford pharmacists the ability to independently assess and develop treatment
plans for patients meeting predetermined criteria or pursuant to provider referral to their services. The Seattle Cancer
Care Alliance, for example, has initiated a pain management collaborative drug therapy agreement (CDTA) that requires
the pharmacist to register their protocol with their state board of pharmacy, obtain their own Drug Enforcement Agency
(DEA) number to prescribe opioids, and National Provider Identification (NPI) number through the Department of Health
and Human Services. Pharmacist in this program must undergo a credentialing process that includes submitting an
application to provide proof of their education, post-graduate training and experience, professional liability coverage,
pharmacy licensure, NPl and DEA numbers, board certifications, professional references, curriculum vitae, faculty
appointments (if applicable), and a national certified background check.® Once approved for credentialing, the pharmacist
is granted privileges to independently order laboratory tests, initiate and adjust medication therapy regimens (which may
be per a pre-specified protocol), and document within the medical record. In the setting of a pain management service,
pharmacists are often able to adjust not only the analgesic regimen but also to supportive care medications such as
antiemetics, stool softeners, laxatives, naloxone, and antihistamines.

Pharmacists in Community Practice

In the community setting, in addition to patient counseling, review of prescription drug monitoring databases and
naloxone distribution and education, the CDC recommends that pharmacists and prescribers work collaboratively to
implement the Guideline for Prescribing Opioids for Chronic Pain'®. 2016 legislation applicable to the Veterans Affairs
administration known as the Comprehensive Addiction and Recovery Act (CARA) recommends a multidisciplinary
approach to managing opioid use that includes pharmacists as part of the team'®. This team-based approach is being
implemented successfully in VA clinics'. In addition, the Agency for Healthcare Research and Quality (AHRQ) recently
released 6 Building Blocks: A Team Based Approach to Improving Opioid Management in Primary Care which advocates
including pharmacists in a multidisciplinary approach in the primary care setting'®.

Community pharmacies can institute practices which limit the circulation of unused opioids. For example, Madison
Pharmacy (Madison, New Jersey) has registered as DEA takeback center to make disposal easier for patients. Patients
presenting post procedure prescriptions for minor procedures are advised to try to manage their pain with acetaminophen
and ibuprofen (if it is appropriate) prior to starting an opioid. If the opioid is needed, they are counselled that “as needed”
means using the medication for the shortest possible time and in the lowest effective dose. Their takeback site is an
advertised public health initiative and is available and used by patients of other area pharmacies. Boyd’s Pharmacy (
Florence and Bordentown, New Jersey) uses an opioid prescription procedure which includes verification of the validity
of the prescription, database search for additional opioid prescriptions and verification of the identity of the recipient.
Screened prescriptions for greater than 90 MSE/day trigger contacting the prescriber for a physician plan which includes
a prescription for naloxone with counselling and a plan for opioid tapering. The establishment of a collaborative practice
agreement involving the pain clinic, the pharmacy and the patient is strongly advised.

Pharmacy chains are reporting naloxone access via standing order, drug disposal kiosks in strategic locations, time-
delay safes, and distribution of drug destroyer kits for safe home disposal.
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Individual pharmacies are giving back to the communities they serve by becoming involved in a variety of local efforts
to promote public education. Twin City Pharmacy (South Plainfield, New Jersey) reports involvement with the SOAP
initiative (Stop Opioid Abuse Program) to help educate high school athletes, their parents, and school administrators
about the dangers of opioid abuse and awareness to when a child has a sports injury. The Medicine Shoppe Pharmacy
(Hopatcong, New Jersey) is involved with the County Coalition for Healthy and Safe Communities and works with the
Center for Prevention and Counseling in their area. Madison Pharmacy reports involvement with the local MAASA
(Madison Alliance Addressing Substance Abuse) and the county CCHSM (Community Coalition for a Safe and Healthy
Morris). These efforts are voluntary. There is a need for established plans which incorporate best practices and provide
for compensation for additional time and procedures which increase public awareness and limit the presence of divertible
opioids in the community.

The FDA also encourages the development and use of abuse-resistant drug formulations'®2°. These products make
it harder to misuse opioids. OxyContin®, oxycodone extended-release tablet was reformulated in 2010. It now dissolves
into a viscous gel that is difficult to inject the under the skin. Nondependent opioid abusers scored their desire to try
the drug again and it was found that scores were lower with the reformulation compared with the original medication.
Hysingla® hydrocodone extended-release tablets and Zohydro® hydrocodone extended-release capsules also employ
high viscosity on dissolution to decrease abuse potential. Other tamper resistant formulations include Embeda® which
contains extended-release morphine in pellet form with naltrexone. When Embeda® is swallowed, the morphine pellets
are released and absorbed over time, while the naltrexone passes through the gastrointestinal tract unchanged. However,
when pellets are chewed, crushed or dissolved naltrexone gets released and blocks the action of the morphine. Similarly,
Targinig® is composed of oxycodone extended-release and naloxone. When it is crushed and given intravenously or
intranasally, high concentrations of naloxone are released blocking euphoria and causing symptoms of withdrawal. The
true impact to abuse prevention with these products is not clear.

Finally, there is research looking at the use of vaccines and non-pharmacologic approaches to opioid use disorder
treatment. Vaccines currently under development target opioids in the bloodstream and prevent them from reaching the
brain and exerting euphoric effects. Researchers are exploring the potential of Transcranial Direct Current Stimulation, a
novel, non-invasive brain stimulation technique, for treating opioid use disorder.

Pharmacists in Health System Settings

Pharmacists practicing in the inpatient setting are often incorporated as members of a multidisciplinary team and they
are uniquely positioned to collaborate in the development and adjustment of patient-centered analgesic medication
regimens.'? Some institutions have taken the pharmacist’s role even further and developed pharmacist-led pain
management consultation services. The Department of Pharmaceutical Services at Beaumont Health has previously
described the development and implementation of a pharmacist-led patient-controlled analgesia (PCA) service.™
Participation in this service requires the pharmacist to complete a number of competency requirements including a
combination of didactic sessions, group discussion, case-based assessment, and independent learning modules. These
sessions emphasize the department’s PCA dosing guidelines, opioid conversion calculations, patient and family scripting,
interrogating the infusion pump, and electronic medical record documentation. Upon completion of these competency
requirements, the pharmacist must successfully pass a case-based examination in order to be credentialed for their
institution. Once credentialed, the pharmacist is able to participate in the PCA service which provides patient-specific
dosing selection, re-evaluation of the patient’s response to treatment, and an assessment of the reason for the inadequate
response. Prescriber approval is required prior to making any changes to the prescribed opioids, adding co-analgesics,
discontinuing PCA therapy, and initiating oral opioid oral regimen. The pharmacist is able to make recommendations
to manage any adverse effects that may develop. When patients are ready to come off of the PCA, the pharmacist is
responsible for performing dose calculations to ensure a safe and effective transition to oral therapy.™

Identification

Pharmacists have an opportunity to actively identify patients who may be victims of the opioid epidemic during daily
activities and responsibilities. Pharmacists can utilize opportunities when dispensing prescriptions to identify potential
medication misuse and abuse. Current best practice models include methods that are integrated throughout the
prescription filling process. Steps include verifying the authenticity of prescriptions, utilizing prescription drug monitoring
programs (PDMP), reviewing patients’ prescription profiles, and monitoring for signs of potential drug misuse.?! Tactics
that have been identified to detect fraudulent prescriptions include mismatches in directions/dosing related to prescribing
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guidelines or prescription-related discrepancies (e.g. appearing altered or photocopied, incorrect use of abbreviations,
textbook perfect prescriptions, varying handwriting/ink colors, etc.).?? This information can often be condensed into a
checklist to guide pharmacists when reviewing new prescriptions. Upon completion of this initial phase of the process, the
PDMP should be investigated. Utilization of these programs have been shown to prevent “doctor shopping” or “pharmacy
shopping” even for patients without insurance.

As with any other medication, it is imperative for pharmacists to check patients’ medication profiles for drug related
interactions, adherence issues, and potential impact on or from mental health disorders. Drug interactions that arise,
such as concomitant use of opioids and benzodiazepines, may raise concern for potentially fatal overdose. Pharmacists
are also positioned to support patient medication adherence (e.g. monitoring for consistent early refills) and ensure
safe, appropriate opioid usage.?® Pharmacists who identify patients misusing or appearing to misuse opioid medications
should consider discussing their concerns with the patient and the prescriber, if appropriate.?' In order to enhance the
methods currently adopted by pharmacists, education and training is recommended to perpetually improve the screening,
adherence intervention, and referral procedures.?*

Emergent Care

Although “treating by preventing” opioid overdose is ideal, considerations must also be made for the immediate
treatment of life-threatening overdoses. The cornerstone of opioid overdose treatment is naloxone, an opioid antagonist
available in intravenous, intranasal, subcutaneous, and intramuscular formulations. The Centers for Disease Control and
Prevention (CDC) recommends regularly evaluating all patients receiving opioids for chronic pain for risk factors of opioid
overdose, and prescribing naloxone to help mitigate the risk of opioid-related harms in high risk patients.? Due to its ease
of administration, quick onset, and effective opioid reversal, the utilization of naloxone in life-threatening opioid overdose
has increasingly become more widespread. Recently, naloxone administration by NJ emergency medicine services (EMS)
and law enforcement combined has increased by approximately 277% from 2014 to 2017.2 Furthermore, in 2017, NJ
joined 48 other states allowing non-patient specific naloxone prescribing by pharmacists.?

As is typical of the management of any potentially fatal overdose situation, time to treatment is a critical factor.
Expanding naloxone access to include emergency medical technicians, law enforcement and good Samaritans can
reduce the time to antidote administration. Given that many instances of opioid overdose occur in private homes,
bystander administered naloxone (BAN) by witnesses can play a crucial role in reducing the time to naloxone
administration and thus overdose-related morbidity and mortality.?”?® Several studies have assessed the effectiveness
of BAN, including a recently published meta-analysis that found BAN to be associated with increased odds of recovery
when compared to no naloxone administration.28 However, many bystanders feel that they do not know which actions to
take during witnessed overdoses.?” With this in mind, pharmacists are well positioned to take the lead in helping expand
naloxone distribution in both the acute care and community settings and providing the proper education and training
required for safe and effective BAN.?

There are several different modalities through which pharmacists can provide patients and their caregivers the
appropriate training on naloxone administration, however the end result should ensure that the trainees understand the
risk factors of an overdose, signs of overdose, appropriate actions to take during a witnessed overdose, and lastly, correct
naloxone administration and aftercare procedures.®>*In a recent study assessing trends for the prescribing of naloxone
rescue kits (NRK) by pharmacists, the authors found that approximately 44% of the NRKs were dispensed per the
pharmacist’s judgment of overdose potential due to high-dose of prescription opioids and history of opioid misuse/abuse.
The remaining 56% of NRKs were dispensed due to patient’s request. These findings highlight the important role that
pharmacists can play as an accessible healthcare provider in reducing overdose morbidity and mortalit.?®

Emergency department (ED) visits for the treatment of opioid overdose or withdrawal provide a prime opportunity for
initiating medication assisted treatment (MAT) for a substance use disorder (SUD). When compared to the standard
referral and facilitation of follow-up at an addiction treatment center, the addition of ED-initiated buprenorphine treatment
to standard of care significantly increased patient engagement in addiction treatment at 30 days from 45% to 78% of
patients.®* The initiation of MAT for SUD in the ED and coordination of follow-up care allows pharmacists to identify high-
risk patients and ensure they continue to receive standard-of-care treatment after discharge. Pharmacists practicing in
emergency medicine are a valuable resource in identifying patients at risk for drug overdose, providing patient education
and counseling on MAT, and facilitating programs for dispensing a limited supply of buprenorphine and/or naloxone to
patients prior to discharge.®®
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Medication Assisted Treatment (MAT)

Due to the increased opioid misuse and heroin use in the United States, pharmacists need to be knowledgeable in the
treatment options for opioid use disorder (OUD). MAT involves the use of FDA-approved medications such as methadone,
buprenorphine, and naltrexone, in combination with counseling and behavioral therapies to provide a comprehensive
treatment approach for the treatment of OUD. MAT has been proven to be effective at reducing the rate of relapse and
risk of infectious diseases. Patients who continued with MAT for 18-month were twice as likely to avoid non-medical use of
opioids when compared to patients who were not on MAT.%

A 2009 Cochrane Review meta-analysis involving over 1900 patients looked at the efficacy of methadone treatment
combined with psychosocial supports compared to placebo and found methadone programs reduced heroin use by
one-third®. Sees, et al recognized an increase in heroin use in the late 1990s and found methadone maintenance
therapy enabled patients to remain heroin free about 2.5 times longer than detoxification alone®®. Gruber, et al also found
methadone maintenance therapy increased the rate of self-reported heroin-free days and decreased the rate of positive
urine screens®.

More recently, the use of prescription buprenorphine products in medication assisted treatment (MAT) has become more
widespread. A 2014 meta-analysis of 31 trials found buprenorphine, even at low doses to be better than placebo regarding
participant retention in treatment programs and found higher doses more effective in reducing illicit opioid use*’. Oral
prescription buprenorphine formulations allow patients to be managed by a local provider in the community without daily
trips to treatment centers. Fudala, et al found use of a buprenorphine/naloxone combination and buprenorphine alone
prescribed in an office-based outpatient setting superior to placebo in reducing opioid cravings and increasing opioid-
free urine screens*'. Another method of MAT that has been researched is intramuscular extended-release naltrexone
administration. This preparation is administered via IM injection once monthly therefore is also appropriate for outpatient
provider management. A randomized trial involving 250 patients found increased opioid abstinence and reduced opioid
cravings over a 24-week study period with extended-release naltrexone*.

Pharmacists can play a vital role in the success of outpatient MAT. If pharmacists in community practice fill prescriptions
for MAT, they are uniquely positioned to work with patients to assess adherence, efficacy of MAT (assessing incidence
of cravings and/or medication sides effects or interactions). Some of these activities may be accomplished in partnership
with providers as part of existing pharmacy medication counseling and medication therapy management functions. If a
higher level of intervention is desired (eg. the ability of the pharmacist to guide dosage adjustments), formal collaborative
practice agreements in many states allow pharmacists to perform such functions in collaboration with providers under
specific protocols.

Unfortunately, it has also been shown that MAT is generally underused, as less than 30% of patients with OUD are
enrolled in MAT.* Reasons for underutilization of MAT include misconceptions of MAT as substituting one drug for
another, discrimination against MAT patients, lack of training for physicians, and negative opinions toward MAT in
communities and healthcare professionals.

The recognition that MAT is an effective and underutilized approach to opioid use disorder along with the magnitude of
the opioid crisis has prompted a renewed interest in different types of MAT. The Food and Drug Administration recently
approved the first non-opioid drug for the management of opioid withdrawal available in the US. Lucemyra®, lofexidine
hydrochloride, is an alpha-2-agonist that may be used for up to 14 days to lessen withdrawal symptoms during opioid
withdrawal management*. This drug may primarily be used in the inpatient setting along with existing drugs such as
buprenorphine/naloxone.

The FDA has also encouraged the development of additional novel dosage forms and medication delivery systems for
MAT. In April 2018, the FDA issued draft guidance for the pharmaceutical industry calling for the development of additional
depot or long-acting injectable forms of buprenorphine*-#6. There is currently a once-monthly subcutaneous injection
available under the brand name Sublocade®and a 6-month subdermal implant called ProBuphine®. These treatment
options support the role of the pharmacist in opioid withdrawal and associated relapse prevention with MAT in both the
inpatient and collaborative community practice setting.

The Next Step

Pharmacists should take the lead in establishing new practice models that expand medication management service. It
is essential that these models acknowledge the time required and incorporate compensation that will allow for ongoing
procedures that will increase public awareness, limit the presence of divertible opioids and provide easily accessible
follow-up for patients managing pain. The Substance Abuse and Mental Health Administration (SAMHSA) is providing
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resources and grant assistance for state wide projects including screening, brief interview and referral (SBIRT). Guidance
and reimbursement codes are provided for use of screening tools. This may be a way in which the accessible pharmacist
in community practice and transitions of care may be able to identify and refer patients for early addiction intervention and
treatment. The NJPhA recognizes this as a potential way in which pharmacists can positively impact the lives of patients
with SUD. Further study including rules regarding Medicaid acknowledgement and SAMHSA programs is encouraged.

Summary Submitted by: Carmela Silvestri, PharmD CCP; NJPhA Professional Affairs Chair
NJPhA Task Force on Opioid Addiction Prevention and Treatment

Joseph Tarallo RPh-Chair
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Candidate 2019; Catherine Kim PharmD Candidate 2020; Mei T. Lui PharmD, BCPP; Tatiana E. Sanchez PharmD
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The New Jersey Pharmacists Association is accredited by the Accreditation Council for Pharmacy
Education as a provider of continuing pharmacy education.

Test and Evaluation Information:

test scoring under 70%.

Please enter this URL into your browser to access the home study test - http://njpharmacists.org/continuing-education/home-study
and scroll to the title of the home study activity. Members sign in, and non-members register for the activity. You will receive a
confirmation email with the test link for pharmacists or pharmacy technicians, if applicable.

Learner feedback is important to judge the effectiveness of the CE activity. Your test score, and the rationale for the correct answers
you selected will be displayed upon completion of the test, as required by ACPE. NJPhA uploads credit to CPE monitor within 60
days of successful completion of the required materials. The test may be taken two additional times to achieve a passing grade for
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