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OPIOID PRESCRIBING:

Safe Practice, Changing Lives
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NO CO*RE PARTNER HAS ANY CONFLICTS OF INTEREST TO REPORT (APPENDIX 2)
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FACULTY ADVISORY PANEL CO*RE

David Bazzg MD Ron Crossno, MD Kate Galluzzi DO  Carol Havens, MD Randy Hudspeth, APRN

UC SAN DIEGO KINDRED AT HOME PHILADELPHIA COLLEGE KAISER PERMANENTE PRACTICE CONSULTANT
OF OSTEOPATHIC MEDICINE

Cathy Judd, PAC Ed Salsitz MD Seddon Savage, MD Barb St. Marie, ANP

PARKLAND HEALTH MT. SINAI BETH ISRAEL DARTMOUTH COLLEGE UNIVERSITY OF IOWA

NO CO*RE FACULTY HAS ANY CONFLICTS OF INTEREST TO REPORT (APPENDIX 2)
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(ER/LA) Opioid Analgesic REMS Program Companies. Please
seethis document for a listing of the member companies.
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PRODUCTS COVERED BY THIS REMS CO*RE

BRAND NAME PRODUCTS

GENERIC PRODUCTS
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Arymo ER morphine sulfate ER tablets

Avinza® morphine sulfate ER capsules

Belbuca® buprenorphine buccal film

Butrans® buprenorphine transdermal system
Dolophine® methadone hydrochloride tablets
Duragesic® fentanyl transdermal system

Embed&® morphine sulfate/naltrexone ER capsules
Exalgd® hydromorphone hydrochloride ER tablets
Hysingla® ERhydrocodone bitartrate ER tablets
Kadiar® morphine sulfate ER capsules
MorphaBond® morphine sulfate ER tablets

MS Contin® morphine sulfate CR tablets

Nucynta® ERtapentadol ER tablets

Opana® ERoxymorphone hydrochloride ER tablets
OxyContin® oxycodone hydrochloride CR tablets

TarginigE  EORycodone hydrochloride/naloxone hydrochloride ER tablets
TroxycaERoxycodone hydrochloride/ naltrexone capsules

Vantrela ER hydrocodonebitartrate ER tablets
Xtampza ERoxycodone ER capsules
Zohydro® hydrocodone bitartrate ER capsules

A Fentanyl ER transdermal
systems

A Methadone hydrochloride
tablets

A Methadone hydrochloride
oral concentrate

A Methadone hydrochloride
oral solution

A Morphine sulfate
ER tablets

A Morphine sulfate
ER capsules

A Oxycodone hydrochloride ER
tablets
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OPIOID DEATHS, TREATMENT ADMISSIONS
AND PRESCRIBING CO*RE
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YEAR

e Treatment Admissions / 10,000 e e e Opioid Pain Relievers Deaths / 100,000 e===== QOpioid Pain Relievers Sales kg / 10,000

SOURCE: MMWR, November 2, 2011/60(43); 1487492
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OVERDOSE DEATHS INVOLVING
OPIOIDS, U.S. 2000-2015

Deaths per 100,000 population

v & Heroin
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v
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SOURCE: MMWR, January 1, 2016/64(50);13-7
https://www.cdc.gov/mmwr/preview/mmwrhtml/mme6450a3.htm
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Drugs Involved in U.S. Overdose Deaths
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=0 20,100 deaths

Fentanyl and
fentanyl

=== fentanyl & fentanyl
analogues

Drugs involved in U.S. overdose
deaths, 2000 to 2016

T
2015
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SOURCE: https:Mww.nytimes.comvinteractive/2017/09/02/upshot/ fentanyl-drug-overdose-deaths.html?_=0 11 CO*RE 2017



Fentanyl and Fentanyl Analogues

OD deaths from fentanyl and fentanyl analogues,
such ascarfentanil, have increased 540% In three
YEEIS

Street fentanyl is illegally manufactured o generally
not a diverted pharmaceutical product

Two causes of fentanyl OD death: Opioidinduced
respiratory depression/rigid chest  wall
syndrome ; higher/repeated doses of naloxone
required to reverse fentanyl overdose

Other abused drugs (heroin, cocaine, etc.) are
contaminated, cut by or replaced by non-
pharmaceutical fentanyl and fentanyl analogues
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Statistically Significant Drug Overdose
Increase 2013-2014 coRES)
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14 Drug Overdose Deaths
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MAINE - 2017/ S )

Sep 6, 2017 Drug overdoses In
Maine continued to kill an average
of more than one person a day
during the first half oR017.
Between January and June, 185
deathswere linked to drug
overdoses, with most 84
percentt caused by awopioid
according to data released
Wednesday bylaine Attorney
General Janet Mills.
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BENEFITS

A Analgesia
- Adequate pain control

- Continuous, predictable
(with ER/LAS)

Improved function

To o

Quality of life

SOURCE: Nicholson, B. PaiRract 2009;9(1):7181.
http://onlinelibrary.wiley.com/doi/10.1111/j.1533500.2008.00232.x/abstra
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Overdose, especially as ER/LA formulations contain
more opioids than Immediate Release

Life-threatening respiratory depression
Abuse by patient or household contacts
Misuse, diversion, and addiction

Physical dependence and tolerance
Interactions with other meds and substances
Risk of neonatal opioid withdrawal syndrome

Inadvertent exposure/ingestion by household
contacts especially children



SOURCE OF MOST RECENT RX OPIOIDS

AMONG PAST-YEAR MISUSERS 2015 _—

e

SOURCE: Prescription Drug Use and Misuse in the United States:
Results from the 2015 National Survey on Drug Use and Health, Sept 2016
https://lwww.samhsa.gov/data/sites/default/files/INSDUH -FFR22015/NSDUHFFR22015.htm
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N =12.5 million
people aged 12 or
older who misused
prescription pain
relievers in 2015

54% - Given by, bought from,
or taken from a friend or

. ?é%iVEPrescription or stolen

from healthcare provider

. 5% - Bought from a dealer or
stranger

. 5% - Some other way
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FIRST SPECIFIC DRUG ASSOCIATED WITHIITIATION
OF ILLICIT DRUG USE 2013 CO*RE
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N = 2.8 million initiates of illicit drugs

2R o=

A

SOURCE: SAMHSA Annual National Survey on Drug Use and Health, June 2015 20 | © CO*RE 2017
https://www.drugabuse.gov/publications/drugfacts/nationwide -trends

. 70.3% - Marijuana
. 12.5% - Pain Relievers
. 6.3% - Inhalants

. 5.2% - Tranquilizers
. 2.7% - Stimulants

. 2.6% - Hallucinogens

. 0.3% - Sedatives and Cocaine



REMS: RISK EVALUATION AND MITIGATION STRATEGY

A OnJuly 9, 2012, the Food and Drug
Administration (FDA) approved a
Risk Evaluation and Mitigation
Strategy (REMS) for extended
release (ER) and longacting (LA)
opioid medications

A First time FDA has ever used
accredited CE/CME as part of
a REMS
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CO*RE STATEMENT SR

Misuse, abuse, diversion, addiction, and overdose of
opioids has created a serious public health epidemic in the
U.S.

When prescribed well and used as prescribed, opioids can
be valuable tools to effectively treat pain

This course does not advocate for or against the use of
Immediate Release (IR) or Extended -Release/Long-Acting
(ER/LA) opioids. The purpose Is to provide proper
education about safe prescribing practices along with
effective patient education
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LEARNING OBJECTIVES CO*RE
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Accurately assess patients with pain for consideration of an opioid
trial

Establish realistic goals for pain management and restoration of
function

Initiate opioid treatment (IR and ER/LA) safely and judiciously,
maximizing efficacy while minimizing risks

Monitor and re -evaluate treatment continuously; discontinue safely
when appropriate

Counsel patients and caregivers about use, misuse, abuse, diversion,

and overdose

Educate patients about safe storage and disposal of opioids

ODO0CIOG®

Demonstrate working knowledge and ability to access general and
specific information about opioids, especially those used in your
practice 24 | © CO*RE 2017
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