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From the Perspective of a Pharmaceutical Scientist

In May 2016, the Food and Drug Administration (FOA)

are ramoved after the six-montn treatment panad. if required,

announced It had approved tne first

drug to dallver long-lasting medication to treat oplold
cependency. “1 Invented It; | INitially came Up With tne |des,” sald
Rajeah “Ra|" Patel ‘87, PhD, vice prasident of manutacturing
and process at Than based In
South San Franclaco. Speaking with pride and gratituda, Dr.
Patel shares that he had the opportunity to be Invalved In the
complete devalopmant cycle.

“Tnere are very few people who get the opportunity 1o take
thelr patents to the market.” Dr. Patel sald. I was lucky enaugh
T wark on my patent all the way from e beginning up to

I worked with
cinical studies, regulatory filngs and the approval process.
I was alzo Involved In setting up the manutacturing.”

teams on pre-clinical studies,

implants are tar anather abx months,
At this time, In ordar to daterrming the correct dosage for the
Individual, patlents start the course of treatment In tablet
form. Dr. Patel asserts that Implantable drugs are changing
the treatment paradigm. There are several clear advantages to
naving this arug avallable i Implantabie form, Including that
the drug cannot b rescid Nlegally or accidentally Ingested
Additionally. by making the drug Implantable, patlents cannot
Intentanally or unintentionally deviate from the trestment plan
for &b montha. "We anticipate it wil reduce the relapse rate.”
Or. Patal sakd. “The FDA believes It is going to help patients gat
contral of thelr Ives. They don't have to make a dally dectaion,
They know that they are committed 1o the treatmant plan.®

Or. Patel strongly urges health care providers and pharmacists
to dlacuss the risks of taking an oplosd with thalr patients.

af will have four rods
containing the drug Insertad Into thelr upper arm. The Fods

to start that this |s an epldemic,”
or. P‘alzei =i, "Without everyone's help and support we cen't

get this epldemic under cantrol” He belleves that hesith care
provigers should emphasize that these pain kilers should only
be used sparingly. His advice |s to tell patients to anly take this
medization when they really nesd it

Whlle & Stugent at PaciNg, Dr. Palel was & gracuate assistant 1o
Ravindra Vasavada, PnD, professor emeriius of pnarmaceutios.
Dr, Pate! explaing that Dr. Vasavada challenged nis graduste
Students o h that they were abaut
and o think ouiside the box, "He encowaged students 1o go
out and find & project that they were Intereated In," Dr. Patel
sald, |t was this mindset of challenging the status quo when
the of nat set Or.
Patel on the path to developing Probuphine. Dr. Patel started
warking on th development of an Implantatie drug to combat
opiold depenaency In 1998, At that tme, & drug 1o treat aplold
d@penaency In TADIEL OrM Naa Deen APRroved In ELrope, but
was not avallable In the United States untll 2003 when & simiar
drug was approved by tne FDA, Without Dr. Patel's forward
hiRkIng &nd INNCVENE BREroAch to Fesaarch, which was
festared at Pacific, Proouphing would not be avallable today.

Dr. VAS&VAGS Congratulated his formar student. *You have
made 4 magnificant and timaty Imantion,” Dr. Vasavads sakd,
“Tha enormity and scopa of this schigvement wil sink In only
gFracually. AS you airsady know, oplokd addiction Ras reschad
#pldemic Proporions, Your Invention will provide & meaningful
option for tha first tme to those patients and an Incalkculable
Danafit 10 Soclaty 8 & Whole. | 4m 50 NAPRY YOI Nara wark
and patlance have pald off."

From the Perspective
of a Pharmacist Attorney

The dramatic increase In opkald dependency has captured
the attention of DO Nealth care professionals and |awmakers.
“Eftorts by lawmakers come down to decraasing the supply
side and decreasing &CCEss 1o oplolds In general” said Tony J.
PPark ‘96, PharmD, JO. As of July 1, 2018, It |s mandatary for all
health care practitloners 1o reglater for acceas o the Contralled
Substance Utilization Review and Evaluation System (CURES
2.0). ¢ DOvug PPragram, which
s overseen by the California Department of Justice. He belleves
that to the the utllization of
CURES will result In & dramatic decrease In the numoer of

that in Califarnia.

Altnougn &re not oy Statute or

to review a patlents CURES repart before dispensing &
|prescription, there &re strong Incentives for

to 80 s0. According to Dr. Park, the Callfomia State Board

By the Numbers

in “Current State of Opioid Therapy and Abuse,” Laxmaiah
Manchikanti, MO, Adam M. Kaye "95, PharmD, FASCF, FCPhA
and Alan D. Kaye, MD, PhD, DABA, DABPM, DABIPF, share the
‘sobering stalistics which underscore the prevalence of opioid
abuse in the United Statss.

4,680%
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Detwaen 1996 and 2011

80%
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firet took preacription oplolds

28,6417 486 billion
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I 2014 {ripia the rumber In 2000)  apiok abusa in tha United Staise
and repreanting 61 parcent of sl Inguding workpiace, healsh care
dnug overdoes deatns and crimingl justics sxpenditures

90%

QT tRan 90 PArcant of paments who
‘survive 8 proscription opiold verdoss
conrus to be promribed plokds,
‘uaunly DY e B3 praecriber

Red Flags of Opioid Abuse

Torry J, Park '88, PharmD, JD strongly recommusnds that
pharmacists review the guiduines outined in the case summary of
Board of Pharmacy Case No. 3802 "in the Matter of the Acousation
Aqaint Pacifica Pharmacy; Thang Tran® for practical advics on haw
they can identify pationts who have became dependent on opioids.
Fiod flags may include:

= Irreqularities on the face of the prescription
Nervaiss patient demeance

Ape or presentation of patient (2.g., youthful patients sewking
chronic pain madications)

sh payments
Requests for early refills of prescription

Prescriptions written for an unusually large quantity of drugs
Prescriptions written for potentially duplicative drugs

Initial prescriptions written for stronper opiate:

OxyCortin B0m

Long distances traveled from the patient's home

o the presoriber’s office or pharmacy

Prescriptions that are written outside of the prescriber's
medical spacialty

Prescriptions for medicatins with no logical connection
o diagnesis or treatment

of Pharmacy et legal precedent in 2013' that now requires
pRarmaciets 1o conduct & reasonable INqUIFY In the presence of
certain red flag thata

prescAption May not nEve Daen ordered pUFSLENT to & legiimats
medical purpoge. Checking CURES IS 0ne Such measure,

Dr. Park explains that fallure to conduct a reasonable Inguiry

professionais muat &ll work tagetner. He notes that while
Iswmakers can take Steps 1o lImit the svallabliity of prescription
oplalas, It 1= critical that nesth care professionals redefine the
way Amencans think sbeut prescription oplokds,

1. WA T g et vt
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cousd resurt In the pn.mncmwolwng thelr g

Defore as well
as an agency determination of unpnmwnnu conduct, and even
civil toet negligence. I belleve reviewing CURES data has now
become a standard of practice,” Dr, Park said. He Dellaves the
Board views CURES as a cruclal component of dug dilgence
that sheuld be standard operating procedure before dlspensing
any controlied substances,

Pharmacists can atse utlize CURES to protect tnelr icenses,
1t can e Used as & record 1o comoborate that they met thelr
y and the requisite

ulry bafore
For example, a pharmaclst can ttach a printed record of &
patent's CURES report 1o the dlspensing record 1o show nat
thisy pérformed & reasonable inguiry In the prasencd of caran
rad flags and that thelr decision to dispanae the controlled
SUDSIANCE WS DASEd UPON the cantants of the CURES raport
avallatia 8t tha tima of alspansing

O Park émphasizas that this onty way 1o tum the tida of the
oplald spidemic 18 through Interdiscipiinary collaberation.
Lawmakers, patients, pharmactsts and other health care

From the Perspective
of a Health Care Provider
“Optolds have & high patentlal for unwanted, dangerous and

sometimes lethal etfects,” said Krlaten Tokunaga 15, Pharmo,
clinkcal pharmaciet at Haalth Plan of San Jeaquin (HPSJ).

Foundation planning grant to help meat the challanges of the
nationwide apold dependency epidemic.

HP5J collaboratas with community partners who have aiready
taken stepa toward addreasing this Issue. “San Joaguin General
Hoszpital and Community Medical Centers have each created thelr
own paln task forces, which aim to Improve pain management
aCross thelr primary Care, Urgent care and emergency roonm
seftings,” Or. Tokunaga sald. “Additicnally, each provider
organization has formed clinice with Interdisciplinary teams

of Boengad clinical soclal workers, nurees and substance use
EOrOEr COUNEEIONS 1o WOrk CIOSENY Wt patients. YWe agree thet
a uniflad front k2 the best approach to flghting this epldemic.

it CLRES, wivch oo vary fom g fiw days
102 fiew W

Have you been prescribed
an opioid?

Recommendations from a Pharmacist
“Discuss in detail the risks and benefits with

your provider before starting opioids. If you
both decides on the need to use opiolds, make

sure to learn thoroughly when and how to
use them, when not to use them and reasons

why you should use them as sparingly as
possible. In many cases, using the lowest
effective dose for the shortest amount of time
is a good rule to keep in mind.”

- Krkaten Takunage 15, Pharmd, o) 1

Imprcvad coordination of standardized care following bast
practices will prevent Inappropriate ‘doctor shopping’ and
minimize access 1o Unaate doses of oplokds.”

To help curb this growing epldemis, pharmacists and other
health care providers must educate temsaives on ways they
can identify, respond to and prevent oploid dapendancy. “We are
now actively clinkcian on safe pi

practices, Including alscouraging Inttiation of ahronia ugn-aon
opiolas, encourageng reguiar use of drug monionng tools such
e Controbed Substance Utlization Review and Evaluation
Syatemn and providing training for medication-asslsted treatment
for addiction, as well &3 overdose management,” Dr. Tokunaga
zad. that have a to
ensure that patients are well-Informed. “We must take the extra
time to counsel our patients on the potential risks,” she sald. "No
matter where you are In your education or career, It 12 never 1o
early or too late to leam about how you can help with the oplokd
crisls. It wil Iterally take & vilage to end this epldemic. Both
health care providers and community providers have & role and
responalollity o contribute.”
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