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AFFIDAVIT OF NATHANIEL E FRANK-WHITE

I am a Records Request Processor at the Internet Archive, located in San Francisco,
California. I make this declaration of my own personal knowledge.

The Internet Archive is a website that provides access to a digital library of Internet
sites and other cultural artifacts in digital form. Like a paper library, we provide
free access to researchers, historians, scholars, and the general public. The Internet
Archive has partnered with and receives support from various institutions,
including the Library of Congress.

The Internet Archive has created a service known as the Wayback Machine. The
Wayback Machine makes it possible to browse more than 450 billion pages stored
in the Internet Archive's web archive. Visitors to the Wayback Machine can search
archives by URL (i.e., a website address). If archived records for a URL are
available, the visitor will be presented with a display of available dates. The visitor
may select one of those dates, and begin browsing an archived version of the Web.
Links on archived files in the Wayback Machine point to other archived files
(whether HTML pages or other file types), if any are found for the URL indicated
by a given link. For instance, the Wayback Machine is designed such that when a
visitor clicks on a hyperlink on an archived page that points to another URL, the
visitor will be served the archived file found for the hyperlink’s URL with the
closest available date to the initial file containing the hyperlink.

The archived data made viewable and browsable by the Wayback Machine is
obtained by use of web archiving software that automatically stores copies of files
available via the Internet, each file preserved as it existed at a particular point in
time.

The Internet Archive assigns a URL on its site to the archived files in the format
http://web.archive.org/web/[ Year in yyyy][Month in mm][Day in dd][Time code in
hh:mm:ss]/[Archived URL] aka an “extended URL”. Thus, the extended URL
http://web.archive.org/web/19970126045828/http://www.archive.org/ would be the
URL for the record of the Internet Archive home page HTML file
(http://www.archive.org/) archived on January 26, 1997 at 4:58 a.m. and 28
seconds (1997/01/26 at 04:58:28). The date indicated by an extended URL applies
to a preserved instance of a file for a given URL, but not necessarily to any other
files linked therein. Thus, in the case of a page constituted by a primary HTML file
and other separate files (e.g., files with images, audio, multimedia, design
elements, or other embedded content) linked within that primary HTML file, the
primary HTML file and the other files will each have their own respective extended
URLSs and may not have been archived on the same dates.

Attached hereto as Exhibit A are true and accurate copies of screenshots of the
Internet Archive's records of the archived files for the URLs and the dates specified
in the attached coversheet of each printout.
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7. Attached hereto as Exhibit B are true and accurate copies of the Internet Archive's
records of the archived files for the URLs and the dates specified in the attached
coversheet of each file.
8. Ideclare under penalty of perjury that the foregoing is true and correct.
DATE: 03/24/2022 Vathauiel £ Trmul-Uhate

Nathaniel E Frank-White
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State/Commonwealthof TEXAS ;

Ebity County of Brazoria )

On 03/24/2022 , before me, Rosa Marie Weido
Date Notary Name

the foregoing instrument was subscribed and sworn (or affirmed) before me by:

Nathaniel E Frank-White

Name of Affiant(s)

O Personally known to me --OR --

Q Proved to me on the basis of the oath of

--OR--
Name of Credible Witness
& Proved to me on the basis of satisfactory evidence: driver_license
Type of ID Presented
WITNESS my hand and official seal.
- «
\\\\\\\\\\\\NWI/I///////// _ _ ] W w W
Dart Peely Hos Nkl Yo Notary Public Signature: L
5 2 A °Z
=+ = ID NUMBER : ’
s ‘;&w { 25 o000t Notary Name: Rosa Marie Weido
TR \§ COMMISSION EXPIRES L
K April 12,2025 Notary Commission Number;__13303094-0

Notary Commission Expires:__04/12/2025

Notarized online using audio-video communication

Notary Public, State of Texas
DESCRIPTION OF ATTACHED DOCUMENT

Title or Type of Document:

Document Date: 03/24/2022

Number of Pages (including notarial certificate): 3
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Allergan

Products > Key Products > Product Prescribing

U.S. PRODUCTS
WHAT WE TREAT

Find the current product

KEY PRODUCTS labeling information for other
company products in our
Product Database.

Specialty Products
Generic Products

Product Search SEARCH DATABASE >

Product Prescribing LABELING AND SAFETY
INFORMATION

Product Prescribing

Labeling

Allergan Product Prescribing and Labeling Sllieran Nali=ll 8 Bollestine
I f . and Breast Aesthetics Product
RESEARCH & DEVELOPMENT Orma‘tlon ane gf:md Balety
Information
. i More
Infi

ATELVIA® (risedronate sodium) delayed-release tablets PDF
QUALITY

ACAMPROSATE CALCIUM Delayed-Release Tablets PPF

ACTONEL® (risedronate sodium) tablets PDF
PATENT NOTICES

ACULAR LS® (ketorolac tromethamine ophthalmic solution) 0.4% PDF

ACULAR® (ketorolac tromethamine ophthalmic solution) 0.5% PDF
MEDICAL INFORMATION

ACUVAIL® (ketorolac tromethamine ophthalmic solution) 0.45% PDF

ACZONE® (dapsone) Gel 5% PDF

ACZONER® (dapsone) Gel. 7.5% PDF

AeroChamber Plus® Flow-Vu® Anti-Static Valved Holding Chamber PDF

AeroChamber Plus® Flow-Vu® aVHC Small Mask/Medium Mask PDF

ALOCRIL® (nedocromil sodium ophthalmic solution) 2% PDF

Alora (Estradiol Transdermal System, USP) PDF

ALPHAGAN® P (brimonidine tartrate ophthalmic solution) 0.1% and

PDF

0.15%

AMETHIA Lo tablets for oral use PDF

Amethia™ [ evonorgestrel/ethinyl estradiol tablets and ethinyl estradiol PDE

tablets for oral use

ANDRODERM® (testosterone transdermal system), for topical use CIIT PDF

AquADEKs® Chewable Tablets (aqua-dex’) Multivitamin and Mineral PDE

Supplement

Armour® Thyroid (thyroid tablets, USP) PDF

ASACOL (mesalamine) delayed-release tablets, for oral use PDF

ASACOL® HD (mesalamine) delayed-release tablets, for oral use PDF

AVAGE® (tazarotene) Cream 0.1% PDF

AVYCAZ (ceftazidime and avibactam) for injection, for intravenous use PDF

AZELEX® (azelaic acid cream) 20% PDF

BENTYL (dicyclomine hydrochloride) capsules, for oral use, BENTYL
(dicyclomine hydrochloride) tablets, for oral use, BENTYL (dicyclomine PDF
hydrochloride) injection, for intramuscular use

BETAGANR® (levobunolol hydrochloride ophthalmic solution, USP) 0.5% PDF
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BLEPH®-10 (sulfacetamide sodium ophthalmic solution, USP) 10%

BLEPHAMIDE® (sulfacetamide sodium — prednisolone acetate
ophthalmic suspension, USP) 10%/0.2%

BLEPHAMIDE® (sulfacetamide sodium and prednisolone acetate
ophthalmic ointment, USP) 10%/0.2%

BOTOX® (onabotulinumfoxinA)

BOTOX® (onabotulinumtoxinA) Injection Needle
BOTOX® and BOTOX® Cosmetic Med Guide
BOTOX® Cosmetic (onabotulinumtoxinA)

Brevicon® (Norethindrone and Ethinyl Estradiol Tablets USP. 0.5
mg/0.035 mg)

BYSTOLIC® (nebivolol) tablets, for oral use

CAMPRAL® (acamprosate calcium) Delayed-Release Tablets
CANASA® (mesalamine) rectal suppository

CARAFATE® (sucralfate) Suspension

Celexa® (citalopram hydrobromide) Tablets

CERVIDIL (dinoprostone, 10 mg)

COMBIGAN® (brimonidine tartrate/timolol maleate ophthalmic solution)
0.2%/0.5%

Crinone® (progesterone gel)

DALIRESP® (roflumilast) tablets

DALVANCE (dalbavancin) for injection, for infravenous use
DELZICOL (mesalamine) delayed-release capsules, for oral use
Diltiazem hydrochloride. extended-release capsules, USP
DORYX® (doxycycline hyclate delayed-release tablets)
ELESTAT® (epinastine HCI ophthalmic solution) 0.05%
ENABLEX ® (darifenacin) extended-release tablets
ESTRACER (estradiol vaginal cream, USP, 0.01%)

Femcon Fe

Femcon Fe

femhrt® (norethindrone acetate/ethinyl estradiol tablets)
Femring® (estradiol acetate vaginal ring)

FETZIMA® (levomilnacipran) extended-release capsules, for oral use
Fioricet (butalbital. acetaminophen, and caffeine capsules, USP)

Fioricet with Codeine CIII (butalbital, acetaminophen, caffeine, and
codeine phosphate) Capsules

Fiorinal® with Codeine C-III (Butalbital, Aspirin. Caffeine. and Codeine
Phosphate Capsules. USP)

FLUOROPLEX® (fluorouracil) 1% Topical Cream
FLUTTER® Mucus Clearance Device

FML FORTE® (fluorometholone ophthalmic suspension) 0.25%
FML® (fluorometholone ophthalmic ointment) 0.1%

FML® (fluorometholone ophthalmic suspension, USP) 0.1%
GELNIQUE 3% (oxybutynin) gel 3%, for topical use

GENERESS Fe (norethindrone and ethinyl estradiol chewable tablets and
ferrous fumarate chewable tablets)

INFeD (Iron Dextran Injection USP)

JTUVEDERM VOLUMA® XC

JUVEDERM® Ultra

JUVEDERM® Ultra Plus

JUVEDERM® Ultra Plus XC

JUVEDERM® Ultra XC

KADIAN® (morphine sulfate) extended-release capsules, for oral use, CII

KYBELLA (deoxvcholic acid) iniection, for subcutaneous use

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDE

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF
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LASTACAFT® (alcaftadine ophthalmic solution) 0.25%
LATISSE® (bimatoprost ophthalmic solution) 0.03%
LEVOTHROID® (levothyroxine sodium tablets, USP)

Lexapro® (escitalopram oxalate) Tablets, Lexapro® (escitalopram
oxalate) Oral Selution

LILETTA (levonorgestrel-releasing intrauterine system)
LINZESS (linaclotide) capsules, for oral use
Lo Loestrin® Fe

Lo Loestrin® Fe (norethindrone acetate and ethinyl estradiol tablets,
ethinyl estradiol tablets and ferrous fumarate tablets)

LUMIGAN® 0.01% (bimatoprost ophthalmic solution)
Minastrin®24 Fe
MONUROL (fosfomyein tromethamine) sachet

NAMENDA (memantine HCI) tablets, for oral use, NAMENDA
(memantine HC) solution, for oral use

NAMENDA XR (memantine hydrochloride) extended release capsules.

for oral use

NAMZARIC (memantine hydrochloride extended-release and donepezil

hydrochloride) capsules. for oral use

NUVESSA TM (metronidazole vaginal gel 1.3%)

OCUFENR (flurbiprofen sodium ophthalmic solution, USP) 0.03%
OCUFLOX® (ofloxacin ophthalmic solution) 0.3%

OZURDEX® (dexamethasone intravitreal implant) 0.7 mg

POLYTRIM® (polymyxin B sulfate and trimethoprim ophthalmic
solution, USP)

PRED FORTE® (prednisolone acetate ophthalmic suspension, USP) 1%

PRED MILD® (prednisolone acetate ophthalmic suspension, USP) 0.12%

PRED-G® (gentamicin and prednisolone acetate ophthalmic ointment,
USP) 0.3%/0.6%

PRED-G® (gentamicin and prednisolone acetate ophthalmic suspension,

USP) 0.3%/1%
PreQue 10®
PREVAGE® MD

PYLERAR (bismuth subcitrate potassium, metronidazole, tetracycline
hydrochloride) capsules

RAPAFLO® (silodosin) capsules

RECTIV (nitroglycerin) Ointment 0.4%, for intra-anal use
REFRESH CONTACTS® Contact Lens Comfort Drops
RESTASIS® (cyclosporine ophthalmic emulsion) 0.05%
SANCTURA XR® (trospium chloride extended release capsules)
SANCTURA®: (trospium chloride)

SAPHRIS® (asenapine) sublingual tablets

Savella® (milnacipran HCI) Tablets

TAZORAC® (tazarotene) Cream 0.05% and 0.1%

TAZORAC® (tazarotene) Gel 0.05% and 0.1%

TEFLARO® (ceftaroline fosamil) for injection, for intravenous use
Thyrolar Tablets (Liotrix Tablets, USP)

Tiazac® (diltiazem hydrochloride)

TRELSTAR® (triptorelin pamoate for injectible suspension)
TUDORZA® PRESSAIR® (aclidinium bromide inhalation powder)
ULTRESA (pancrelipase) delayed-release capsules, for oral use

TURSO 250® (ursodiol) tablets, for oral use, URSO Forte® (ursodiol)
tablets, for oral use

VANIQA® (eflornithine hydrochloride) Cream, 13.9%

VIBERZI (eluxadoline) tablets, for oral use, CIV

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDFE

PDF

PDF:

PDF

PDF

PBF:

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PDF

PBF:

PDF

PDF

PDF

PDF

PDF

PBF:

PDFE

PDF

PDF

PDF
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VIIBRYD (vilazodone hydrochloride) tablets. for oral use
VIOKACE (pancrelipase) tablets. for oral use
VRAYLAR (cariprazine) capsules. for oral use
ZENPEP® (pancrelipase) delayed release capsules

ZYMAXID® (gatifloxacin ophthalmic solution) 0.5%

To access a full list of Actavis U.S. products and related resources, please visit the

Product Search page.

COMPLIANCE DISCLAIMER TERMS  PRIVACY  SITEMAP

PDF

PDF

PDF

PDF

PDF

© ATLERGAN 2016
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Welcome to the

= Worldwide Congress

on PAIN

Sponsored by the
Dannemiller Memorial Fducational Foundation

Supported by:

= AUERGAN] s astra.gif [ Abbott Lozo.GIF

le_PainResources. GIF

Onlinn CME{CE

le.ConsumerInfo.GIF
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Do you need to find a Pain

Specialist or Pain Cli
area? Click here to begin your search!

Straight From The Top: A
chronic pain sufferer shares some of
her survival secrets in this weekly
column.

Ask The Pain Doctor: Specially
in your trained pain physicians respond to
your requests.

lorldwide Congress on Pain!

The D i Memorial i F: dation , a leader in pain management education since 1984, has designed this web site
to provide both the professional and the consumer with current information on pain and pain management

Through the use of simple navigational buttons, you will be able to access a growing LIBRARY of informational articles on pain and pain
management; and a list of EDUCATIONAL RESOURCES you can use for continuing medical education in the field of pain and pain
management; visit the PAIN EXPO which is a "virtual trade show” of exhibits from commercial companies whose products serve the pain

management professional; PAIN RESOURCES includes a comprehensive listing of professional pain management associations, pain
publications, and hyperlinks to resources for pain; CONSUMER INFQ is a special site for consumers to find information about pain
through informational articles, links to other consumer health sites and a special forum for consumers to communicate with each other.

Using the PAIN FORUM professionals can communicate to share their thoughts and experiences with their peers.

This page will change continually. New information will be added to provide you with an ever expanding database of information so that
each time you log on, you'll find new and interesting information on pain

Register: Please register in our Guest Book and let us know what you think of the Worldwide Congress on Pain. Click here to
register . This information will not be released by the Dannemiller Foundation.

Submissions: The Worldwide Congress on Pain wants to become THE electronic library on pain. If you are interested in submitting
an article for consideration by our editorial board, please click here for information about article i

Editorial Board: Qualified individuals interested in serving on the Dannemiller Memorial Educational Foundaticn Editorial Board

should apply by E-mail to the Dannemiller Editor or write the Dannemiller Memorial Educational Foundation, 12500 Network Blvd, Suite
101, San Antonio, TX 78249-3302

Awards? click here for a listing of our awards and accolades!

Our latest award is:

About Dannemiller | Library | Educational Resources | Pain Expo
Online CME/CE | Pain Resources | Pain Forum | Consumer Information

This site best experienced with: ,_,‘e—a?‘éﬂaled arf

@© Copyright 1996 Dannemiller Memorial Educational Foundation. All rights reserved
Questions, comments or problems with the site should be sent to the webmaster@pain.com
This site DESIGNED and HOSTED by:
EXCEL-OnLine
Experts in Virtual Trade Shows
and Meeting Home Page Design

This page last updated
07/16/97 10:34 AM
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Risk Assessment Resources

L

The initial evaluation of the patient in pain should include a risk assessment to identify those patients who
may be at risk to misuse, abuse, or divert opioid analgesics. These resources can be used in conjunction
with the patient's personal and family history te individualize the level of patient monitoring required in the
treatment plan. After the initial assessment, the clinician should continue to monitor the patient carefully for
treatment efficacy and possible evidence of opioid misuse.56
CAGE Questionnaire Adapted to Include Drugs (CAGE—AID)®7

« Four-question screener to be administered by healthcare provider

= Assesses for potential drug and alcohol problems

« Evaluates risk based on the following 4 behaviors associated with substance abuse: feelings that one

should "Cut down on substance use," becoming Annoyed by criticism of substance use habits, feeling
« Guilty about one's use of substances, having an "Eye opener” in the morning to alleviate discomfort

« Affirmative answers to 2 out of 4 questions warrant further inves(ige\tion68

Opioid Risk Tool (ORT)®
« Provider-administered survey consisting of 5 queslions66

= Analyzes patient and family history to determine a risk category for the patient
Initiating Opioid Therapy

An opioid agreement should be considered to document and clarify treatment goals and expectations. It
should help facilitate compliance and educate patients on responsible participation in their pain care.

Opioid agreements are best used practice-wide to avoid bias. See table 2 for important points of an opioid

agreemtent.
Sample Opioid Agreement

A sample agreement includes risk/benefit information and a list of potential opioid side effects.

= Washington State Department of Labor and Industries’®

Clinical Opiate Withdrawal Scale’"

= Widely used, healthcare professional-administered questionnaw’e72

= Asks provider to rate 11 signs and symptoms of opioid withdrawal as cbserved on a numerical scale

References Used in the Section:
66 Agency Medical Directors Group. Interagency guideline on opioid dosing for chronic non-cancer pain: an

educational aid to improve care and safety with opioid therapy.
http://www.agencymeddirectors.wa.gov/opioiddosing.asp. Accessed June 5, 2011

67 Brown RL, Rounds LA. Conjoint screening questionnaires for alcohol and other drug abuse: criterion validity in a
primary care practice. Wis Med J. 1995; 94(3):135-140.

6.

@

National Institutc on Drug Abusc. Diagnosis and treatment of drug abusc in family practice.
ed December 17, 2010

http:#farchives._drugabuse.gov/diagno: nent/diagnosis5.html. Acce:

69 Community Anti-Drug Coalitions of America. Opioid Risk Tool (ORT). http://www.preventrxabuse.org. Accessed
June 5, 2011

70 The Office of the Medical Director, Washington State Department of Labor and Industries. Opioid progress report.
http:/fwww.LNI.wa.gov/Forms/pdffF245-359-000.pdf. Accessed June 5, 2011.

7

California Society of Addiction Medicine. Guideline for Physicians Working in California Opioid Treatment
Programs. Table 6. Clinical Opiate Withdrawal Scale (COWS). www.csam-

— Search
Home Community Connect  Pain Assessment (NS GEECEE @l Hospital Resources ER/LA Opioid REMS AAPM — State Legislation &
Resources Resources Regulation Tracking

Pain Assessment

Resources —
o BPI
o PADT
o NRS

o Wong-Baker FACES®
Pain Rating Scale

read m

Risk Assessment

Resources —
o GAGE -AID

o ORT

o Clinical Opiate
Withdrawal Scale.

read more

o Make the Case

o Measure and Define
o Analyze and Improve
o Launch and Control

o Appendix/Toolkit

read more

AAPM - State Legislation
& Regulation Tracking.
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asam.org/files’fCSAMOTPGuideline21Apr09 . pdf. Accessed June 5, 2011.
72 Tompkins DA, Bigelow GE, Harrison JA, Johnson RE, Fudala PJ, Strain EC. Concurrent validation of the Clinical

Opiate Withdrawal Scale (COWS) and single-item indices against the Clinical Institute Narcotic Assessment
(CINA) Opioid Withdrawal Instrument. Drug Alcohol Depend. 2009;105(1-2):154-159.

“—
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© Janssen Pharmaceuticals, Inc. 2014, All rights reserved.

This site is published by Janssen Pharmaceuticals, Inc., which is solely responsible for its content.

Legal Notice | Privacy Policy | Site Map

The content of this Web site is provided for the information of healthcare professionals in United States only. It is not meant to substitute the independent medical judgment of a physician or other
healthcare professional relative to diagnostic and treatment options of a specific patient’s medical condition. This Web site also reflects the opinions of outside experts, which should be taken into

consideration when viewing the contents of this site.
This page was last modified on Jul 2 2015 at 10:02:50 EDT.
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PAIN: THE REAL STORY> UNDERSTANDING ADDICTION

WHAT IS THE LET'S TALK PAIN
COALITION?

@B PAIN: THE REAL STORY
> Pain Definitions
> Pain Conditions
» Understanding Addiction

> Assessing Pain

FOR PATIENTS

FOR HEALTHCARE PROFESSIONALS:
WE'RE HERE TO HELP

LET'S GET REAL ABOUT TREATMENT

RESOURCES & TOOLS

LET'S TALK PAIN SHOW

LET'S TALK PAIN MEDICATION SAFETY

SERIES

MEDIA ROOM

P
A Doctor’s Point of View

You need Adobe Flash Player to view the videos on
this site. Download the Flash plug-in at
http/iwww adebe com/products !

P

My Pain Journal

Keep track of your -
meds...your pain levels...
what days are good... 7
which are bad

> download your journal

@ LA

For more information on the safe use of

pain therapies, visit PainSAFE ™.

H Search ‘

pain:the real story
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Resources for Pain Management: Understanding Tolerance, Physical
Dependence and Addiction

The use of strong pain medication, particularly opioids, often carries the stigma of drug addiction and abuse. As a result, many
healthcare professionals prescribe opioids conservatively for pain management and many patients and their families are just as
cautious about starting opioid medications. In many ways, this harmful stigma can be attributed to a lack of understanding about
addiction and its related areas, such as pharmacologic tolerance and physical dependence - none of which are the same. By
understanding the key differences between these terms, people affected by pain and their healthcare professionals can feel and
communicate better about the pain management treatment choices they make.

> Tolerance is a biological state of adaptation in which exposure to a drug induces changes that result in a reduction of one
or more of the drug's effects over time.

> Physical dependence is a biological state of adaptation that is manifested by a drug class-specific syndrome that can be
produced by abrupt cessation, rapid dose reduction, decreasing blood level of the drug, and/or administration of an
antagonist.

> Addiction is a primary, chronic, neurobiological disease with genetic, psychosocial, and environmental factors influencing
its development and manifestation. It is characterized by behaviors that include one or more of the following: impaired
control over drug use, continued use despite harm, and craving.

The American Academy of Pain Medicine, American Pain Society and American Society of Addiction Medicine explain the
differences between tolerance, dependence and addiction as follows:

Tolerance refers to the situation in which a drug becomes less effective over time and an increased dosage of the medication is
required to maintain the same pain relief. This isn't always the case. Some people with persistent pain can stay on the same
dose of opioid for a long time and not develop a tolerance. Many times, if a person needs a larger dose of a drug, it's because
their pain is worse or the problem causing their pain has changed.

Physical dependence means that a person will develop symptoms and signs of withdrawal (e.g., sweating, rapid heart rate,
nausea, diarrhea, goosebumps, anxiety) if the drug is suddenly stopped or the dose is lowered too quickly. This does NOT
mean you are addicted. In fact, many non-addictive drugs can produce physical dependence. Physical dependence is
considered a normal response for those patients who are being treated over several days or on a regular basis with opioids.

To prevent withdrawal, the dose of medication must be decreased slowly and your physician may choose to do this through a
process known as titration. If you believe that you no longer need to take the opioid medication or want to reduce the dose, it is
essential to speak to your healthcare professional. They will guide you on how to decrease your dose over time to prevent the
experience of withdrawal.

Addiction to a medication means a person has lost control over the use of the drug and they continue to use it despite harmful
consequences. The term addiction now refers to a medical diagnosis and is defined as a primary, chronic, neurcbiological
disease with genetic, psychosocial, and environmental factors influencing its development and expression. It is characterized by
behaviors that include one or more of the following: impaired control over drug use, compulsive use, continued use despite
harm, and craving.

Arelated term is pseudoaddiction, which refers to patient behaviors that may occur when pain is under-treated. This includes an
increased focus on obtaining medications ("drug seeking” or "clock watching”) and even illicit drug use or deception.
Pseudoaddiction is different from true addiction because such behaviors can be resolved with effective pain management.

How can an individual tell if they are becoming addicted? How can a healthcare professional determine if their patient is
developing an addiction? Here are some warning signs:

> Taking more pain medication than prescribed

> Requesting prescriptions from multiple doctors

> Using alcohol or other medications to increase the effects of the pain medication

> Taking pain medication to deal with other problems, such as anxiety or stress

> Friends or loved ones expressing concern about use of pain medication

It is important to become more familiar with the relationships between pain management and addiction, tolerance and physical
dependence. Knowing the difference between these terms can prevent misunderstandings about pain management. With a
better understanding, individuals with pain, their families, friends, and healthcare professionals can improve how they talk,
listen and act about pain.
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Chronic pain: A new disease? =~

Nearly one-third of the American population experiences chronic pain at some point in life. This
figure, disturbing on its own, becomes more problematic in light of recent studies which
demonstrate that chronic pain is a destructive disease process that creates pathologic changes in
the central and peripheral nervous systems. This means a paradigm shift for physicians who must
begin to understand chronic pain not as a simple disorder, but as a serious medical disease that
demands early and aggressive treatment.

Chronic pain is being understood more clearly today as far more — and far more pernicious — than
a protracted version of acute pain. The repeatedly generated neural signals characteristic of chronic
pain can become embedded in the spinal cord like a memory, creating physiochemical changes in
the neural pathways and creating hypersensitivity to those same pain signals. Patients who have
suffered from uncontrolled pain for months or years often develop pain in areas well beyond the
organ or dermatone originally affected.

Physicians unfamiliar with this concept of neural plasticity may deem their patient’s chronic pain
psychogenic because it fails to conform to their pre-conceived map of the nervous system. Instead,
physicians need to realize that failure to treat chronic pain can result in physical, psychological, and
behavioral consequences. The changes wrought by chronic pain on neural pathways may also
require new treatment approaches. Author Daniel Brookoff, M.D., says the clinical implications of
such neural phenomena are “clear but underappreciated — inadequately treated pain is a much
more important cause of opioid tolerance than the use of opioids themselves.”

Brookoff concludes by suggesting that opioid analgesics can be the mainstay of safe, effective
treatment for chronic pain disease, and so, prevent the damage of untreated chronic pain. (Brookoff
D. Hosp Pract. 2000;35(7):45-52,59.)

back to top

Physicians' attitudes toward pain and the use of opioid analgesics: Results of
a survey from the Texas Cancer Pain Initiative

"Serious mismanagement and undermedication in treating acute and chronic pain” continue to
plague both patients and the physicians who treat them. The clinical scenario seems to endure
despite significant advances in knowledge of human pain mechanisms. Clinicians lack knowledge
of opioid pharmacology and use; have difficulty making equianalgesic conversions among opioids;
have a negative view of patients with chronic pain, and remain reluctant to prescribe opioids (some
are inhibited by multicopy prescription programs and fear of regulatory reprisal). Using a 59-item
survey, researchers studied the practices, beliefs, and attitudes about pain among 386 physicians
in Texas. The intent of the survey was to identify barriers to adequate pain management and to
assess the impact community size and medical discipline might have on those barriers.

Many physicians were, in critical clinical instances, reluctant to use opioids, i.e., often reserving
them until patients’ pain is severe and intractable. Ten percent would "withhold opioids from a
patient with severe pain until prognosis is < 1 year, or terminal." (See Table.) Fear of iatrogenic
addiction was widespread. Prescribing habits were greatly affected by fear of government scrutiny.
The majority thought there should be limits on the number of opioid tablets prescribed and 25%
believed adherence to this practice would minimize potential for regulatory scrutiny. One-third
believed that tolerance, rather than unrelieved pain, underlies an increase in requests for opioids.
Physicians also displayed inadequate knowledge of the prevalence of pain in cancer, and the value
of opioids in cancer pain. Half of physicians surveyed said they did not enjoy treating patients with
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Physicians in large communities feared creating addiction; physicians in small communities also
feared creating addiction, knew less about pain management, and were less accepting toward
treating chronic pain with opioids. Psychiatrists had the least negative attitudes toward pain and its
treatment, were less reluctant to prescribe opioids, and less fearful of addiction risk than physicians
in other disciplines including internal medicine and surgery/anesthesia. (Weinstein SM, Laux LF,
Thornby JI, et al. South Med J. 2000;93:479-487.)

Selected responses to survey of 386 Texas physicians

Agreement shows misconception about pain management
Survey Question Agree (%) Disagree (%)
Narcotics should be restricted to treatment of 30.5 64.4
severe intractable pain

Using narcotics to relieve the pain of benign ~ 31.5 57.5
conditions is ill-advised

There are limits to the number of narcotics 67.1 210
tablets a patient should be prescribed

| give patients a limited supply of pain 23.8 53.6
medications to avoid heing investigated

Increasing requests for analgesics indicate 62.4 247
tolerance to the analgesic

back to top

A drug use evaluation of selected opioid and nonopioid analgesics in the
nursing facility setting

Results of this multicenter, 3-month retrospective drug use evaluation among nursing facility (NF)
residents found that analgesic prescribing for most residents was inconsistent with recommended
pain therapy for older persons (e.g., high use of propoxyphene, low use of long-acting opioids, and
frequent prn prescribing). The authors state that the current approach to pain management in NF
settings is substandard and conclude that education is urgently needed for NF practitioners.
(Cramer GW, Galer BS, Mendelson MA, Thompson GD. J Am Geriatr Soc. 2000;48:398-404.)

The 2065 NF residents, of whom 76.8% reported chronic pain, received at least one
selected analgesic for pain. The following data on this group was also reported:

40.6% of residents received no pain assessment during the 3-month study period

« 41.8% of patients were assessed for pain by observation only
* 16.6% of patients were assessed by objective measures (i.e., numeric pain
scales)

69.4% of patients received no nonpharmacologic therapy for pain
55.8% of all opioid prescriptions were for drugs containing propoxyphene
35.6% of all analgesic prescriptions were for propoxyphene with acetaminophen
« Propoxyphene is specifically not recommended for older patients due to lack of
proven superiority to acetaminophen, renal toxicity, long half life, and toxic

metabolite accumulation.

63.2% of analgesics prescribed were short-acting drugs prescribed prn, rather than
the long-acting agents recommended for the elderly population

back to top

Opioids and pain management: What do nurses know?

Since 1998, researchers McCaffery and Ferrell have surveyed 8000 nurses to assess their
knowledge of pain management. In comparing results of two earlier surveys (1988-1990, 1995), it
was clear that nurses have become more informed about pain assessment and relief during the
elapsed time. However, they also discovered that too many nurses still lack "basic knowledge
necessary to manage pain properly."

Between 1990 and 1995, nurses became more adept at assessing pain on the basis of patient self
report (the accepted method) rather than on the basis of behavior (i.e., if the patient's verbal report
was of severe pain, but the individual, for whatever reason, was also smiling or laughing, the nurse
was less likely to record and take steps to relieve the pain). This suggested that the most difficult
concept for nurses to accept is that they must act on reports of severe pain, regardless of patient's
behavior. They also improved in their willingness to increase a safe but ineffective dose of
morphine by 50% to relieve pain. Nevertheless, in 1995, more than half (53.2%) still failed to grasp
basic principles of pain assessment and titration of safe but ineffective opioid doses. Overall,
patient's behavior was still the factor most likely to lead nurses to undertreat pain. Many nurses
also harbor the fear of creating addiction among pain patients. A significant educational effort is
required to help nurses fully understand — and differentiate among — the concepts of addiction,
tolerance, and physical dependence. (McCaffery M, Ferrell BR. Nursing. March, 1999:48-52.)
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Pain and pain treatment in AIDS patients: A longitudinal study

Among AIDS patients, there is a high incidence of disturbing pain, which is often inadequately
treated. In 95 AIDS patients enrolled in a 2-year study, incidence of pain was 88%. In 69% of
patients, pain was constant and interfered with daily living to a degree described as moderate or
severe.

Pain conditions were related to infections, malignancy, or neuropathy, and pain localizations
increased as death approached. Survival rate for patients without pain at study entry was higher
than for those with pain. At the start of the study, 77% of patients had inadequate pain control, as
indicated by negative scores on the Pain Management Index (PMI) a measure of patient-reported
pain relief from analgesic therapy.

Patients received a variety of pain treatments during the study. Adequate analgesic treatment, as
assessed using World Health Organization guidelines, increased during the study from 23% to
64%, as did PMI.
Although the great majority of patients said they were satisfied with their analgesic treatment, many
felt that pain was not taken seriously by physicians and were often reluctant to take analgesics (See
below). (Frich LM, Borgbjerg FM. J Pain Symptom Manage. 2000;19:339-347.)

Commonly expressed attitudes and beliefs among AIDS patients

Issue Attitude/belief

Belief that physician is authority and
responsible for pain treatment

Belief that pain not taken seriously by
physicians

Preference for contact with the same
physician or nurse during treatment
Belief that treatment received is optimal,
so that they must accept living with pain

Pain treatment

Patient "taught not to take it"

Patient "wants to save it for later"
Patient fears "using up the possibility if
pain gets unbearable"

Patient "afraid of addiction"

Patient fears side effects of sedation,
dizziness, constipation, nausea, if doses
are increased

Reluctance to take analgesics

back to top

Cancer pain management by radiotherapists: A survey of radiation therapy
oncology group physicians

According to a recent survey, most radiotherapists may believe that cancer pain is inadequately
controlled. Results of this survey, conducted among 92 physicians at a 1997 meeting of Radiation
Therapy Oncology Group (RTOG), revealed that 83% felt pain in most cancer patients is
undermedicated.

Forty percent rated pain control as fair or poor in their own practices, which may be explained in
part by prescribing habits. Almost half (47%) would only prescribe a "weak" opioid (e.g., codeine)
rather than a "strong" opioid (e.g., morphine) for severe bone-cancer pain of long duration.

In addition, 23% would wait to prescribe maximal analgesia until a patient's prognosis was less than
6 months; 25% would not choose the oral route. In contrast, physicians who would treat pain earlier
were also more likely to use oral medications. A full 95% of the physicians surveyed did not
prescribe laxatives or antiemetics to manage opioid side effects. Radiotherapy physicians cited
many familiar barriers to effective pain management (see below).

Forty-four percent rated their medical school training in pain management as poor — a finding
similar to that obtained in a 1993 survey conducted among oncologists by the Eastern Cooperative
Oncology Group (ECOG). In that survey, radiotherapists and surgeons were less likely to treat pain
aggressively with medications than were medical oncologists. Authors of the current survey
suggest that "Radiation oncologists are more liable to see radiation as a way to treat pain, and may
be more concerned with opioid side effects than medical oncologists." (Cleeland CS, Janjan NA,
Scott CB, et al. Int J Radiation Oncol Biol Phys. 2000;47:203-208.)

Most frequently cited barriers to cancer pain management: 1997 RTOG” survey
Barrier % physicians citing

Inadequate pain assessment 77
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Patient reluctance to report pain 60

Patient reluctance to take opioids 72
Staff reluctance to prescribe opioids 41
Inadequate staff knowledge of pain 40
management

Patient inability to pay 23
Excessive state regulation of analgesics 22
Staff reluctance to administer opioids 20
Lack of specialists 17

*Radiation Therapy Oncology Group

back to top

Pain is an epidemic, undertreated disease, experts say

With chronic pain affecting over 40 million Americans, experts are now recommending that it be
“considered a disease state of the nervous system, not merely a prolonged acute symptom.” Left
untreated or undertreated chronic pain can consume a patient’s life, making even the most basic
activities difficult to perform. Compounding the problem is physicians’ reluctance to prescribe
opioids for fear they will lose their license or face criminal action. Fortunately, state and federal
legislation, as well as professional society guidelines, are in the works and/or being adopted which
will make it easier for physicians to prescribe pain medication to those who need it most.

But conquering this new epidemic will take more than legislation. Effective treatment of chronic
pain is going to require widespread education to dispel providers’ misconceptions and to teach
proper diagnosis. Chronic pain can manifest as headache, myofascial pain, fibromyalgia,
neuropathic pain, phantom limb pain — syndromes best diaghosed on the basis of clinical criteria.
Unfortunately, physicians too often rely on results of MRIs or CT scans; and these imaging tests
won't pick up nerve damage or other problems that can contribute to pain. As a result, physicians
end up describing the patient’s problem rather than providing a diagnosis — or they may dismiss
the pain as psychogenic. The author suggests that physicians can learn to treat chronic pain more
effectively if they begin to trust their own clinical judgment rather than rely solely on routine tests or
“mechanical” evaluations. Pain medicine specialists interviewed for the article conclude that, while
diagnostic tools and treatment options continue to be refined, most pain today can be managed
using the tools we have available. (Sipkoff M. The Quality Indicator. May, 2000;1-8)

back to top

Ethnicity and analgesic practice

A study of admissions to an Atlanta, Georgia emergency department found that black patients were
less likely to receive analgesia than white patients with similar injuries. Records were reviewed for
a 40-month period and included 217 patients (127 black, 90 white) who were managed by 37
different physicians. All patients included in the study were admitted to the emergency room with
new, isolated long-bone fractures.

The presence of pain was noted in similar proportion for both black and white patients. However,
only 57% of black patients received analgesics compared to 74% of white patients. The authors
state that this finding suggests "...patient ethnicity affects decision-making, independent of objective
clinical criteria.”

The authors found that physicians were not failing to properly assess pain, rather they failed to
administer appropriate analgesia in a consistent way. The authors go on to suggest that since the
only factor affecting the disparity in prescribing analgesics was the physician’s decision to
administer medication, those prescribing decisions may be affected by patient ethnicity. To correct
this problem, the authors suggest that pain management guidelines be refined so that existing,
standardized pain assessment scales are paired with clear analgesic guidelines. (Todd KH, Deaton
C, D’Adamo AP, Goe L. Ann Emerg Med. 2000;35[1]:11-16.)

back to top

Analysis of pain content in nursing textbooks

Nurses are essential professionals in pain management, yet their textbooks have only limited
content on pain. According to a new study by Ferrell and colleagues, pain content accounted for
only 0.5% of the total text content in 50 textbooks used in nursing education; end-of-life (EOL) care
accounted for only 2% of the content. An analysis of texts also showed that most had no
information about many key topics, such as the principles of addiction, tolerance, and dependence,
as well as barriers to pain management. These results are shown in the table below. The authors
concluded that there are significant deficits in nursing texts when it comes to pain management.
They urged publishers and editors to fill the "void" and enhance pain content in books used by
nurses. (Ferrell B, Virani R, Grant M, et al. J Pain Symptom Manage. 2000;19:216-228.)

Ratings of Pain Content by Category for Nursing Texts (N=46)

Content helpful,

Pain Content Category Absent/No mention Present
commendable

e [ 221 acal 290/
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[SETTNeT]] VL7 1970 2970

Assessment - Physical 43% 20% 37%
Assessment - Scales 57% 13% 30%
Pharmacologic 57% 17% 26%
management of pain at

EOL

Use of invasive techniques 65% 2% 33%
Principles of addiction, 60% 20% 20%
tolerance, dependence

Nonpharmacologic 48% 9% 43%
management of pain at

EOL

Physical pain vs. suffering  83% 1% 6%
Side effects of opioids 68% 15% 17%
Barriers to pain 76% 11% 13%
management

Fear of opioids hastening  76% 15% 9%
death/opioids near death

Equianalagesic 72% 17% 1%
Recognition of nurses' 80% 13% 7%
own burden in pain

management

Summary score of pain 64.4% 13.7% 21.9%
content

Adapted from Ferrell B, Virani R, 2000.

back to top

Should Pain Management Services Be Denied If There Are No Objective Signs
of Injury?

Measurable physiologic changes are associated with chronic pain but may be undstectable on
imaging studies. Why? In patient terminology, it's because pain is essentially a “software” problem,
whereas imaging studies show only the “hardware,” telling us nothing about changes in receptor
fields, neurotransmitters, metabolism of neuron pools or altered thresholds of pain signal
propagation - the software.

Patients with chronic neuropathic pain may appear perfectly normal on the outside - and on imaging
studies as well - yet may truly be suffering severe and often debilitating pain. Likewise, a patient
with a small injury can be debilitated by pain that is organic and very real, yet be denied services by
an insurance carrier because the extent of the pain cannot be explained by an identified anatomic
change. Such patients can be abandoned by their insurance carriers and left as malingerers.

Science teaches that the size of injury does not correlate with the extent of pain. Yet physicians
often ignore this fact in their actual clinical practices. Since pain is largely a software problem,
analysis during a clinical situation is basically only a cursory look at the hardware.

The author suggests that physicians be persistent in teaching and advocating for their patients, that
they support and perform research, and that they take an active role in medical societies and
political lobbies that strive to improve patient care and health care delivery. In his opinion, passive
behavior will not help the field of pain medicine. (Saberski LR. The Pain Clinic. 2000;Feh:10,12.)

back to top

"We Don't Carry That" - Failure of Pharmacies in Predominantly Nonwhite
Neighborhoods to Stock Opioid Analgesics

Fewer than 50% of New York City pharmacies have, in stock, an adequate supply of first-line opioid
medications to treat a person suffering from severe pain. Pharmacies in predominantly nonwhite
neighborhoods are significantly less likely to stock opioids than are pharmacies in predominantly
white neighborhoods. Two thirds of the pharmacies that carried no opioids were in predominantly
nonwhite neighborhoods.

Pharmacists give three chief reasons for having inadequate supplies of opioids: (1) regulations with
regard to disposal, illicit use, and fraud; (2) low demand (which is consistent with other reports that
nonwhite patients are significantly less likely than white patients to receive prescriptions for opioid
and other analgesics); and (3) fear of theft.

These findings suggest that members of racial and ethnic minority groups are at even greater risk
for undertreatment of pain than reported in the clinical literature. (Morrison RS, Wallenstein S,
Natale DK, et al. N Engl J Med. 2000;342:1023-1026.)

back to top

Four Perspectives on the Concept of 50% Pain Relief from Pain Forum

The Fallacy of 50% Pain Relief as Standard for Satisfactory Treatment Outcome

“The 50% pain threshold has too little real meaning for so many people that it should be eliminated
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relief at the 90% level and required that outcomes correlated the meaning of that pain reduction
with the other factors that better describe our patients? The threshold for satisfactory relief we have
accepted is so low that it makes our work acceptable, at least to us, without really describing what
happens to our patients.” J. L. Seres

How did medicine get here? The concept of the 50% relief threshold originated in publications by
the Johns Hopkins pain group in 1991. The effort to report outcomes in a standardized fashion was
a major contribution and the 50% standard offered an objective goal with some statistical meaning.
It is still true that outcome measures in the treatment of chronic pain are difficult to standardize.
Pain levels and improvement in pain often don’t correlate with functional ability, need for medication
or suffering behaviors. The 50% threshold became the standard for minimally adequate pain relief
despite the fact that very little literature supports this outcome as valid. It is easy to use and so has
in effect become the “gold standard” of outcome, a term author Seres challenges as confusing,
misleading and one that should be discontinued. The review looks at composite outcome
measures that potentially have greater meaning.

Richard B. North, M.D., is professor of neurosurgery, anesthesiology and critical care medicine at
Johns Hopkins University School of Medicine, i.e., part of the Hopkins Pain Group. In his
responsive commentary, “The Glass is Half Full,” Dr. North points out that the “modern” criterion of
50% pain relief was preceded by numerous publications, spanning two decades, on spinal cord
stimulation and failed back surgery syndrome that used this criterion explicitly. North does agree
with Seres that other outcome measures should be reported as well. He also states that the Johns
Hopkins pain group routinely includes standard pain rating methods, but considers the following as
additional measures of outcome: patient satisfaction, need for additional treatment, medication
requirements, activities of daily living and return to work. Patients and physicians should not place
undue reliance on any single outcome criterion. Nor should there be excessive reliance on
outcome measures that only indirectly reflect relief of pain. R. B. North, MD

Also in response to Dr. Seres, John D. Loeser, MD, writes, in “Seres’ Fallacies,” that decent
outcome measures are needed, outcomes that reflect the use of valid and relevant instruments to
assess the many aspects of pain, suffering and pain behaviors. Statistical issues and appropriate
measures to determine outcomes for patients with chronic pain are two components of poor
outcome reports that Seres did not identify, says Loeser. He also believes that work is important in
an adult’s life and the treatment of pain must use return to work or, in the elderly, return to
retirement activities as a primary outcome measure.

Loeser comments that although measures of treatment efficacy are important, he believes the
approach is an inadequate measure of medicine. Physicians, and particularly surgeons, should not
think of themselves as only providing technology; they play many additional roles and should also
be providing guidance, information, reassurance, prognosis, comfort, and support. To the degree
the physician perceives his/her work as unidimensional, concepts such as patient report of pain
level as a primary measure of efficacy take hold. The “good” physician who embodies both
technical skill and compassion looks beyond the single-measure report for other indicators — both
subtle and apparent — of success. J. D. Loeser, MD

Kenneth A. Follett, MD, in the third response to Dr. Seres, “The Fallacy of Using a Solitary Outcome
Measure as the Standard for Satisfactory Pain Treatment Outcome” says that “percent of pain
relief” is a solitary measure that, used alone, minimizes the multidimensional nature of pain, pain
management and outcomes. If it is agreed that pain intensity ratings are a measure of therapeutic
outcome, who should provide the rating? Patients may not accurately describe their responses to
treatment. Patients, significant others and physicians all rate treatment outcomes differently, with
significant others typically reporting the lowest. Ratings of pain intensity are subjective giving rise
to the need for more objective measurements of pain and outcomes of treatment. In different
capacities, family members, healthcare providers, employers, payors, and society all share the
burden of pain. Since each of these parties has a different goal for treatment of the individual's
pain disorder, their measures of success will be different.

The Uniform Outcome Measures project of the American Academy of Pain Medicine is developing
an outcome measure that incorporates standardized assessment tools and functional testing. The
purpose is to reduce the subjectivity and inconsistency in the assessment of responses to pain
therapy. Success or failure of therapy will depend on whether the goals established for each
patient have been met, although the determination of success will remain as varied as the
individuals seeking relief. K. A. Follett, MD

back to top

Dispelling the Myths & Misconceptions of Pain Management

Patients in the long-term-care setting may believe that chronic pain is an inevitable sign of aging,
that nothing can be done, that it is a punishment for past actions, or a sign of serious illness or
impending death. They may hesitate to acknowledge pain, fearing that this would be a sign of
personal weakness, lead to painful tests, or result in a loss of independence. Caregivers may
perceive elderly patients (particularly the cognitively impaired) as having a higher tolerance for pain,
using pain as an attention-seeking behavior, or being prone to opioid addiction.

These myths and misconceptions, many of which are imbedded firmly in sociocultural beliefs, pose
significant barriers to pain relief for the elderly. These are best corrected through education of
patient and family, and through ongoing in-service programs for healthcare staff.

The International Narcotics Control Beard and the World Health Organization are urging
governments to identify — and work to remove — “barriers to opioid access.” The medical use of
opioids for pain relief restores patients' comfort and dignity and improves quality of remaining life;
results which far outweigh the sociocultural fears that have grown up around them. (Kaldy J.
Caring for the Ages. 2000; 1(1):27.)
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Palliative Care and Hospice Programs

Palliative care and hospice programs are points on a continuum of comprehensive patient care,
with hospice care being the final chapter. Although palliative medicine has become a subspecialty
within American medicine, all physicians must become more skilled at meeting the palliative-care
needs of their patients.

The American Medical Association has developed a new training module that provides physicians
with fundamental skills in communications, ethical decision making, and palliative care. The
American Society of Clinical Oncology recently adopted recommendations about end-of-life care.
The World Health Organization has reiterated its “ladder approach” to pharmacologic pain
management, which progresses from nonopioids (e.g., nonsteroidal anti-inflammatory drugs) to
“weak” opioids (e.g., codeine, oxycodone) to “strong” opioids (i.e., morphine and morphine-like
drugs) and advocates the formulation of a pain regimen tailored to the needs of each patient.

Many physicians fear creating opioid addiction and abuse because they do not understand the
mechanisms and principles of pain management or the need for high doses of analgesics to relieve
severe pain. (Kaur JS. Mayo Clin Proc. 2000;75:181-184.)

back to top

Barriers to Effective Cancer Pain Management: A Review of the Literature

It is estimated that up to 90% of cancer pain can be treated through available means. Yet many
patients continue to suffer needlessly: pain is experienced by as many as 45% of patients with
early-stage cancer and 75% of patients with advanced-stage cancer.

According to clinical practice guidelines developed by the World Health Organization (WHO) and
the U.S. Agency for Health Care Policy and Research (AHCPR), opioids are the drugs of choice for
the management of moderate to severe pain. Despite the wide availability of these guidelines,
however, both healthcare providers and patients continue to hold misconceptions about opioids and
other drugs used to treat cancer pain. Other barriers to effective relief include poor communication
between patients and healthcare providers and the lack of formal assessment procedures.

The majority of physicians and nurses agree that most cancer patients who experience pain are
undermedicated, yet they believe that patients' requests for increased analgesic doses are the
result of drug tolerance rather than disease progression or increased pain. Many of these
professionals do not accept the fact that cancer pain is not inevitable. They fear that opioid use will
result in addiction, drug tolerance, and uncontrollable side effects, especially respiratory
depression. They fail to differentiate between addiction and physical dependence and to recognize
that a) the risk for addiction is low in patients with no history of substance abuse and b) that there is
little or no tolerance to the analgesic effects of opioids. They often base opioid doses on the
severity of disease or their own fear of drug tolerance rather than on the intensity and level of the
patient's pain. Many do not acknowledge the efficacy of opiocids administered orally or
antidepressants prescribed as adjuvants.

Physicians acknowledge that insufficient knowledge and inadequate education contribute to the
problem of undertreated pain. Cancer specialists, family practitioners, and other providers have
different levels of knowledge regarding the management of cancer pain. Not all physicians are
familiar with the WHO principles of pain management, and even those who are may not necessarily
use this knowledge in clinical practice. A European study of 306 physicians who treat cancer
patients found that only 25% of physicians were familiar with the WHO principles. And, while 86%
were willing to prescribe “strong” opioids for cancer pain, 44% undermedicated. The majority (97%)
of physicians in this study expressed concerns related to cancer pain management including
difficulty in managing side effects to inadequate pain relief. They also responded that their
education in cancer pain management was inadequate.

Physicians seldom use standardized assessment procedures to measure pain intensity, despite the
fact that the patient is the best source of information for the treatment of pain. Moreover, they do not
separately evaluate different types of pain, even though these could reflect different etiologies.

Patients and caregivers present additional barriers to effective pain management. These barriers
include the belief that cancer pain is inevitable and cannot be alleviated; concern that pain is
indicative of disease progression; reluctance to report pain which would "bother the doctor," or
distract the physician from dealing with the cancer itself; and fear that the medication will be
addictive, be "bad" for their bodies, or produce unpleasant side effects.

Interventions have been designed to educate healthcare providers, patients, and family members
regarding the treatment of cancer pain and to overcome the frequent lack of communication
between providers and patients regarding pain. Yet much remains to be done to address this
problem. (Pargeon KL, Hailey BJ. J Pain Symptom Manage. 1999;18:358-368.)

back to top

Controlling Cancer Pain: Missed Opportunities

Healthcare professionals miss opportunities every day to help relieve the pain and distress
experienced by cancer patients and those with other serious illness.

During an office visit, a time, theoretically, devoted to physician-patient communication, a physician
will frequently fail to treat, or even discuss a patient's pain. The reasons are many. Communication
often requires that the patient speak up voluntarily, to "complain" about pain. Emotional barriers to

this proactive behavior include 1) wanting to be a good (noncomplaining) patient; 2) concern about
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having to take “strong pain Killers;" and 3) worry that talking about pain will take time from deaiing
with the disease. "Assessment can overcome this reluctance, especially if it is part of the visit
routine." Patients with aggressive disease must be asked about pain severity at every visit
(minimum) and told to call the office between visits if pain becomes a problem.

On the physician side, the barriers that impede inquiry about pain are rooted deeply in the medical
education process. Studies show that poor physician training, particularly in pain assessment but
also in pain management significantly impedes adequate pain treatment. Little or no time is devoted
to teaching pain assessment and management to medical students and postgraduate training is not
much better. This is true even among cancer specialists, who, in two studies, delayed giving
morphine to a dying patient until the prognosis narrowed to < 6 months. This pain management
"strategy" was practiced despite the physicians' knowledge that morphine is required to treat severe
cancer pain. Concern over analgesic adverse effects was the barrier in these cases to earlier use of
morphine. In both studies, inadequate assessment was named the major barrier to effective pain
control.

Patients need to expect that contact with their physician will result in good pain management; in
pain reduced to a level where function is enhanced. When patients can expect this, they can be
trained to report pain, take appropriate medication and, most importantly, to collaborate in
assessment and management of their pain. Communication means fewer missed opportunities.
(Cleeland CS. [Report]. MSJAMA. January 5, 2000)
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Dismantling the Barriers: Providing Palliative and Pain Care

In 1997, the Institute of Medicine (IOM) called for the need to improve care of patients at the end of
life in its report "Approaching Death." Noting that the United States suffers from severe deficiencies
in the delivery of palliative care, the IOM requested that healthcare professionals commit
themselves to use existing knowledge to reduce pain and manage symptoms in patients nearing
death. Perhaps most important, the IOM recommended that medical training programs educate
practitioners in the care of dying patients.

Many barriers prevent healthcare professionals from delivering - and patients from receiving -
humane and compassionate treatment at the end of life. These barriers include clinicians' fears of
inducing physical or psychological addiction to pain medications, their misconceptions about pain
tolerance, and assessment biases. Fear of regulatory scrutiny affects physicians' willingness to
even prescribe pain medication. Medical and nursing textbooks devote only a few pages to current
pain and symptom control guidelines. This professional ignorance of proper use of opioids has
been most glaring in the care of dying patients who have spent their final days or hours in needless
suffering.

Increased attention to pain and palliative care education at all medical schools is essential.
Education, clinical experience, and role modeling, all elements of medical training, can help reduce
undertreatment of pain, at the end of life, and across the continuum of care. (Foley K. MSJAMA.
2000;283:115.)

back to top

Opioids for Managing Patients with Chronic Pain: Community Pharmacists' Perspectives and
Concerns

A survey of retail pharmacists in New Jersey was conducted in order to assess knowledge and
attitudes regarding the use of opioids in chronic cancer and noncancer patients. Since previous
studies have shown that pharmacists often have concerns about stocking and dispensing opioids
as a result of a fear of robbery and federal investigation, this study also attempted to quantify these
fears.

The most enlightening discovery of this study was the many misconceptions that pharmacists have
about tolerance, physical dependence and addiction. Physicians often carry the same
misconceptions and often underprescribe necessary pain medications. The Drug Enforcement
Aaencv has emnhasized that nhvsicians should prescribe controlled substances when annronoriate
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w1thout fear of |nvest|gat|on In the same vein, pharmamsts should not fear dispensing for iegmmate
medical purposes. The authors suggest that communication between the prescriber and the
dispenser can enhance legitimate medical practice. (Greenwald BD, Narcessian EJ. Journal of Pain
and Symptom Management. 1999;17[5]:369-375)

back to top

The Art and Science of Relieving Pain

The goal of ideal pain management is to relieve both acute and chronic pain with appropriate
medications while minimizing side effects of those medications. This type of treatment often does
not happen for many different reasons. One of the primary reasons that patients frequently do not
receive adequate pain relief is that pain levels are not properly assessed. One way to reduce this
problem is by allowing the patient to communicate his pain through the use of pain assessment
tools. Once pain has been assessed, there are several measures that health care professionals can
take to minimize other factors that contribute to a patient's suffering. The author suggests
premedicating a patient before procedures that are likely to induce increased pain as a method of
avoiding needless suffering. Additionally, increasing early evening doses should assist the patient in
achieving a restful sleep as sleep deprivation can increase suffering. (O'Brien ME. Home Health
Care Consultant. 1999;6[10]:26-33)
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Correlates and Management of Nonmalignant Pain in the Nursing Home

Nonmalignant pain is common among nursing home residents. Approximately 26% of the 50,000
residents studied experience pain on a daily basis. As a result of this pain, many residents
experience severe impairment of daily activities, impaired sleep, depression and anxiety. The
investigators found evidence that one-quarter of residents reporting pain receive no analgesics.
Furthermore, men, racial minorities, and cognitively impaired residents were less likely to receive
analgesics than residents who were cognitively intact.

The authors conclude that it is likely that many more nursing home residents may experience daily
pain but do not report it. In fact, 56% of day-to-day health symptoms are not reported to health
professionals. Older patients often feel that their symptoms cannot be treated or they believe that
pain is a natural part of aging. In order to prevent nursing home residents from having to live with
daily pain, the authors suggest that adopting a multidisciplinary approach including research and
education for professionals and patients will lead to optimal pain management. (Won A, Lapane K,
Gambassi G, Bernabei R, Mor V, Lipsitz L. J Am Geriatr Soc. 1999;47:936-942)

back to top

Lower Body Osteoarticular Pain and Dose of Analgesic Medications in Older
Disabled Women: The Women's Health and Aging Study

Older women are frequently afflicted with osteoarticular pain that affects the lower back, hips, knees
or feet and often produces physical disability, depression and disturbed sleep. An article, which
appeared in the American Journal of Public Health, reveals the findings of a study designed to
determine the doses of analgesic medications in relation to the severity of osteoarticular pain.

The study revealed that almost 50% of participants experienced severe pain most frequently in the
knees or hips. Based on data collected on dose, the authors concluded that many women
experiencing severe pain use either extremely high or extremely low analgesic doses that may not
be effective in relieving pain. The cost of the drugs and lack of contact with a physician may be
reasons why participants used very low doses of medication. One of the reasons participants may
have used exceedingly high doses is a result of a lack of drug efficacy at recommended dosage.
The authors conclude that severe osteoarticular pain may lead to the worsening of disability. As a
result, older women must be treated with more effective and safer pain controlling agents. (Pahor
M, et al. Am J Public Health. 1999;89:930-934)

back to top

Chronic pain-associated behaviors in the nursing home: resident versus
caregiver perceptions

Pain assessment in nursing home residents has been poor. These older adults are often hesitant to
complain and seek treatment and often view the pain that they are experiencing as a result of the
aging process. Additionally, nursing home staff frequently overlook chronic pain when residents do
not manifest physical symptoms of pain when residents do report it. Furthermore, there is a wide
range of reactions that residents with varied levels of cognitive function have to the pain that they
experience which makes it difficult to find an appropriate method of assessment. The authors
suggest that nursing home staff use more objective measures such as caloric intake and sleep
efficiency to aid in the diagnosis of chronic pain. (Weiner D, Peterson B, Keefe F. Pain.
1999;80:577-588)

back to top

In the system: the lived experience of chronic back pain from the
perspectives of those seeking help from pain clinics

Twenty back pain patients in the UK describe their lived experiences in dealing with "the system."
For these patients in pain, the systems whlch caused them grief were the medical, social security
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described the irrevocable changes that their pain had made to all aspects of their lives.

The authors concluded that suppressed anger is a common experience of chronic pain sufferers.
They suggest that this study will offer clinicians a better understanding of negative attitudes of back
pain patients. It is hoped that gaining awareness of this problem will prompt further research in the
development of more effective and humane approaches to the management of people who have
acute and chronic pain. (Walker J, Holloway |, Sofaer B. Pain. 1999;80:621-628)

back to top

Organizational factors hinder more effective use of opioids to relieve pain

Although effective relief for most forms of pain are obtainable through medical prescription, too
many cancer patients still suffer with unrelieved pain.

The numerous stumbling blocks to managing pain effectively that exist within the medical
profession, as well as governmental regulations that inhibit use of some important pain medications
in many countries throughout the world are discussed in an article from Support Care in Cancer.
Lack of sufficient knowledge of modern pain medications among doctors and nurses have been
manifested in poor decision-making in treating patients' pain as well as the spread of unfounded
beliefs against the use of opioids.

The article also mentions the lack of continuity that exists when a patient moves from the hospital
into community care, and how a single patient can often have several physicians addressing his or
her case at the same time, with no single clinician overseeing the patient's pain.

Ways in which these and similar barriers can be surmounted are discussed at the article's
conclusion. (Redmond K. Support Care Cancer. 1997;5:451-456)

back to top

Physicians surveyed on managing cancer pain

Physicians in Canada were recently surveyed on their knowledge and practices in managing cancer
pain. Of the 2,686 who responded, 39% were medical or radiation oncologists and 18% were
classified as family physicians. The extent of professional education received in the area of
palliative care and management of cancer pain was rated as "fair" or "poor" by two-thirds of the
responding physicians.

The authors concluded that Canadian medical training programs need to place greater emphasis
on pain management. The authors further suggested that surveys of this type, when given
periodically, can act as a check on physicians' adherence to official pain management guidelines.
(MacDonald N, Findlay HP, Bruera E, Dudgeon D, Kramer J. J Pain Symptom Manage.
1997;14:332-342)
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Minority patients’ cancer pain inadequately treated

Pain can be a prominent symptom in any person with cancer. Sadly, it has been found that cancer
patients who are members of ethnic minorities often receive less adequate treatment for their pain
than their nonminority counterparts.

In a recent study of 281 minority patients with cancer, 77% suffered from pain related to their
cancer or took pain medication. Forty-one percent of the patients who suffered from pain reported
severe pain. Only 35% of minority patients with cancer pain received prescription medications at
guideline-recommended dosage strengths, compared with 50% of Caucasian patients. Less
adequate pain relief was reported by Hispanic cancer patients in particular.

It is hoped that gaining awareness of this problem will prompt health professionals to improve their
attention to controlling pain in minority patients. (Cleeland CS, Gonin R, Baez L, Loehrer P, Pandya
KJ. Ann Intern Med. 1997;127:813-816)
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Elderly burn victims are shortchanged on pain medication

In a recent study, patients with burns covering an average of 17.2% of their body were divided into
three age categories: age 55-65, age 66-75, and age 76-92.

Investigation showed a difference hetween the amount of opioid prescribed and the amount actually
administered. Patients in the youngest group were given significantly more opioid medication during
treatment procedures than the minimum prescribed, and patients in the oldest group were given
significantly less opioid medication on an as-needed basis than the minimum prescribed. (Honari S,
Patterson DR, Gibbons J, Martin-Herz SP, Mann R, Gibran NS, Heimbach DM. J Burn Care
Rehabil. 1997;18:500-504)

back to top

One of Five Adults in Chronic Pain

A recent pain survey confirms what health professionals know: lots of Americans are missing work
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The "Michigan Pain Study" polled a sample of 1,500 adults in Michigan about the severity of their
pain, its treatment, and its impact on their lives.The poll was conducted by the public opinion firm
EPIC/MRA and sponsored by the Pain Education Fund of Chelsea (Michigan) Community Hospital.

By generalizing from the sample, the poll estimated that 1.2 million residents of Michigan suffer
from chronic pain--about one in five adults.

=2

Of this group, 42% reported that their pain has affected personal and work relationships. Thirty-five
percent missed more than 20 days of work and 21% went to the emergency room for pain in the
past year. A full 70% said they are still experiencing pain despite treatment.

Workplace Impact of Pain

i ®
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These results show that chronic pain has far-reaching effects on family and economic life. Says
EPIC/MCA polister Ed Sarpolus:

"Pain is a major health problem, not only for those who directly suffer from it, but for
everyone in Michigan.The costs to society are real, in the form of lost productivity, repeat
hospital visits, and ineffective treatment. In addition, the situation is denying people and
their families basic quality of life."

Michigan Pain Study Results At-A-Glance
Design Polled sample of 1500 adults, generalized statewide

Extent of Chronic Pain
» 1.2 million adults in Michigan (one out of five) suffer some form of chronic pain
Nature of Chronic Pain

« 40% of people with chronic pain reported that pain is constant and has a major impact on their
lives

Workplace Impact

« 35% of people with chronic pain missed more than 20 days of work during the past year
+ 28% reported pain severe enough to impair job performance for more than 20 days during the
past year

Personal Impact

« 42% of people with chronic pain reported that pain affects relationships with family, spouse,
co-workers

« 48% said they "get depressed" about their pain

- 0% said they have thought about committing suicide

Treatment

« 21% of people with chronic pain visited a hospital emergency room an average of four times
during the past year

« 70% said they still experience pain despite treatment

« 22% reported that treatment makes pain worse

« 13% reported being denied pain medications, medical devices and/or referrals to other
professionals/pain centers

« 22% feel uncomfortable discussing pain with their physicians

back to top

Pain at End of Life Inadequately Treated
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Washington, DC--A special panel of the Institute of Medicine has concluded that too many
Americans are dying without skillful palliative care and pain control.

According to panel chair Christine Cassel, MD, head of geriatrics at Mt. Sinai-New York, the result
is that Americans have come to fear that they will die alone, and that they will die in distress and
pain. (Source: The New York Times, 6/4/97)

» American emphasis on high-tech cures has caused us to neglect pain management and
palliative care for the dying. In trying so hard to save lives, we have become less skilled at
helping people as they approach death.

- More medical training in palliative care is necessary

- Changes are needed in laws regulating prescription narcotics and in our attitudes toward
narcotic use for pain control. One attitude that especially needs changing is our unreasonable
fear about addiction at life's end. As noted by panelist Robert Burt, a professor at Yale Law
School, "There is a tension between the need to control illegal drugs and the need for
palliative care to control pain...Controls are more rigid than they need to be." (Source: The
New York Times, 6/4/97)

The panel's report, Approaching Death: Improving Care at the End of Life, is available from
National Academy Press, 1-800-624-6242.

back to top

| New in the Pain Management Center | Cancer Pain | Back Pain | Undertreatment of Pain | Postoperative Pain | Use of
Opioids in Nonmalignant Pain | Pain in the Elderly | Additional Pain States| Links |

* Material in this section is intended for use by medical professionals only.

Please click here for Restrictions and Terms of Use, and here for the Linking Policy applicable to this site. Use of this site signifies your agreement to the terms
of use.

Privacy Policy
Copyright © 2001 B5110-5, Purdue Pharma | P, Stamford, CT 06901-3431
Intended for residents of the United States only.

P-29829 _ 00034



https://web.archive.org/web/20040603003006/http://partnersagainstpain.com/index-mp.aspx?sid=7

P-29829 _ 00035



INTERNET ARCHIVE ‘hup://parmersagainstpain.com/index-mp‘aspx?sid=7

“IEU"ﬂllllm{lﬂﬂlﬂﬂ 8 captures

2 Feb 2004 - 12 Nov 2017

PARTNERS AGAINST

since 1993

Table of Contents

Healthcare Professionals
Pain Assessment
Regulatory Issues

Education Center
Pain Mafters

News Center

Key Definitions
Upcoming Meetings

Patients & Caregivers
Pain Control Guides

Pain Advocacy

News Center

Gain Power Over Pain
Cancer Pain Center

Caring for Someone in Pain
Find a Doctor

Resources

Health Systems
Pain Advocacy
JCAHO Standards
Pain Policy.
Senior Care

Pain in America
Newsletter
Resources

Login (enter email)

Home Patients & Caregivers

l

| Go |
Free Materials

Register

Health Systems

Key Definitions

pain management

Pain management is the systematic study of clinical and basic science
and its application for the reduction of pain and suffering. This newly
emerging discipline emphasizes an interdisciplinary approach to
treatment, blending tools, techniques and principles taken from a variety
of the healing arts to create a holistic paradigm for the reduction of pain
and suffering.’

acute pain

Also known as warning pain, this pain is the discomfort or signal that
alerts you something is wrong in your body. Pain results from any
condition that stimulates the body's sensors, such as infections, injuries,
hemorrhages, tumars, and metabolic and endocrine problems. Acute
pain usually abates as the underlying problem is treated. Early
management of acute pain may hasten the recovery of the causative
problem and reduce the length of treatment, therefore reducing health
care costs 2

chronic pain

A pain state which is persistent and in which the underlying cause of the
pain cannot be removed or otherwise treated. Chronic pain may be
associated with a long-term incurable or intractable medical condition or
disease.?

addiction

Addiction is a primary, chronic, neurobiologic 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 despite harm, and craving.4

physical dependence

Physical dependence is a state of adaptation that is manifested by a
drug class specific withdrawal syndrome that can be produced by abrupt
cessation, rapid dose reduction, decreasing blood levels of the drug,
and/or administration of an antagonisi.4

tolerance

Tolerance is a state of adaptation in which exposure to a drug induces
changes that result in a diminution of one or more of the drug's effects
over time

pseudoaddiction

Pseudoaddiction is a term which has been used to describe patient
behaviors that may occur when pain is undertreated. Patients with
unrelieved pain may become focused on obtaining medications, may
clock watch, and may otherwise seem inappropriately drug seeking.
Even such behaviors as illicit drug use and deception can occur in the
patient's efforts to obtain relief. Pseudoaddiction can be distinguished
from true addiction in that the behaviors resolve when the pain is
effectively treated. Misunderstanding of this phenomenon may lead the
clinician to inappropriately stigmatize the patient with the label 'addict'. In
the setting of unrelieved pain, the request for increases in drug dose
requires careful assessment, renewed efforts to manage pain, and
avoidance of stigmatizing labels.®

pseudotolerance

Pseudotolerance is the need to increase dosage that is not due to
tolerance, but due to other factors such as: disease progression, new
disease, increased physical activity, lack of compliance, change in
medication, drug interaction, addiction, and deviant behavior. When a
once-fixed opioid dose is no longer effective, the above conditions
should be reviewed to exclude pseudotolerance.5

References:

1. What is pain management? Page from American Academy of Pain
Management Web site. Available at http://www.aapainmanage.org. Accessed
on 1/8/02. 2. A Brief Guide to Pain Medicine. American Academy of Pain
Medicine; Glenview, lllinois, 1996. 3. Model Guidelines for the Use of
Controlled Substances for the Treatment of Pain. Federation of State Medical
Boards of the United States, Inc. May, 2 1998, Euless, Texas. 4. Definitions
related to the Use of Opioids for the Treatment of Pain. A consensus document
from the American Academy of Pain Medicine, the American Pain Society, and
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JCAHO Standards

JCAHO Pain Standards: Accreditation and Pain
Management

The pain management guidelines implemented by the Joint Commission
on Accreditation of Healthcare Organizations (JCAHO) in January 2001
mandate the regular assessment of pain and the establishment of
policies and procedures that support the appropriate use of pain
medication.

In this section you will find educational materials developed by Purdue
Pharma to help you comply with the JCAHO pain standards, as well as a
listing of comprehensive pain support services.

Below is a brief summary of the issues addressed by the JCAHO pain
guidelines, with links to materials to help with compliance:

A. Involve patients in their care:

o Provide statement of patient's rights
o Provide information about pain and pain relief measures

View a sample of materials here

B. Appropriate
patients:

1t and mar

1t of pain in all

o Plan, support and coordinate assessment and
management activities and resources

o Educate staff in proper assessment and management of
pain

View a sample of materials here

C. Identification of p
up:

in pain, r 1ent and follow-

o Educate staff in:
= Proper pain assessment
= Barriers to reporting pain
= Proper use of analgesics

View a sample of materials here

D. Hospital monitoring of patients post-procedure:

o Assess pain when making decisions about discharge in
terms of
= Changes in quality of pain
= Changes in intensity of pain
= Response to treatment

View a sample of materials here

E. Teach patients that pain management is part of treatment:

o Offer patients and families instructional material about
pain management to meet their ongoing needs

o Provide educational materials that are easy to
understand

View a sample of materials here

F. Provide for a continuum of care upon discharge:

o Consider patient's needs upon discharge
o Provide services to help meet those needs

View a sample of materials here

Did you find this information helpful?

Not Helpful O 1 O 2 O3 O 4 @ 5 Very Helpful
Submit
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Chronic pain sufferers advocate against stigma of prescription pain meds

For chronic pain sufferers, there is a real problem with the abuse of painkillers in the United States. While the number of patients who have a legitimate need for prescription
painkillers — 100 million plus — is vastly more than the number of people addicted to painkillers — 11 million — there is a stigma attached to the prescribing, dispensing and

utilization of pain medicines.

Advocating for pain patients
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Ensuring access to chronic pain medications

Pain therapy and advocacy

The Office of National Drug Control Policy releases the 2014 National Drug Control Strategy

Jul 10, 2014 | By Michael Johnsen

The Office of National Drug Control Policy released the 2014 National Drug Control Strategy. the Obama Administration’s primary blueprint for drug policy in the United States.
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Purdue Pharma granted priority review designation for abuse-deterrent hydrocodone tablet

Tul 08, 2014 | By Michael Johnsen

Purdue Pharma on Tuesday announced that the Food and Drug Administration has granted priority review designation for the company's once-daily. single-entity hydrocodone bitartrate tablet.

CDC: Opioid prescribing varies widely by state

Jul 02, 2014 | By Michael Johnsen

Health care providers wrote 259 million prescriptions for opioid painkillers in 2012 — many more in some states than in others — according to a Vital Signs report released Tuesday by the Centers for Disease Control and

Prevention that highlights the danger of overdose.

PUTTING A FACE ON PAIN MANAGEMENT
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Chronic pain sufferer Dennis Kinch pens
book to encourage pain community
Dennis Kinch lives by the motto, "Do what you
can, when you can." These seven words have
carried him through hardships and triumphs. In
2005-2006, they even spearheaded his crusade to
walk the entire Route 66 to raise awareness about
chronic pain.

Ehlers-Danlos Syndrome patient Ellen
Smith serves as advocate for pain relief
Ellen Smith has Ehlers-Danlos Syndrome. a
progressive degenerative connective tissue
disorder characterized by joint hypermobility, skin
extensibility and tissue fragility. Ellen knew from
childhood she was unusually flexible and highly
mobile, but thought nothing of it.

Gina Libby strives to improve pain

medication legislation

At the age of 42, Gina Libby has lived with
chronic pain for more than 20 years. Yet it hasn't
stopped her from making an impact; she's on the
front lines of pain advocacy, using her experience
to influence healthcare policy and teach others. As
a young girl, Gina was diagnosed with severe
scoliosis, or curvature of the spine,

Former radio personality Radene Marie
Cook rues 'fail first' treatment plans

For decades, Radene Marie Cook had two
complimentary careers: she was a professional
actress, dancer and singer, and she enjoyed a 16-
year run as an on-air radio personality. But on
March 16, 2000, all that changed. While working,
her aircraft was hit by a "microburst."

New England regional summit held to address opioid abuse

Tun 20, 2014 | By Antoinette Alexander

In an effort to address opioid drug abuse, governors of five New England states convened for a summit on Monday, the National Association of Boards of Pharmacy stated.

Industry-supported bill on prescription drug diversion passes House committee

Jun 12, 2014 | By Michael Johnsen

The House Energy and Commerce Committee on Tuesday advanced bipartisan legislation sponsored by full committee vice chair Marsha Blackburn to address the nation’s growing
prescription drug abuse epidemic.

Carex Health Brands launches AccuRelief TENS devices

Jun 12, 2014 | By Michael Johnsen

Carex Health Brands on Thursday introduced AccuRelief Pain Relief Systems, a line of transcutaneous electrical nerve stimulation (TENS) therapy FDA—-approved for full-body,
over—the—counter use.

Study: Almost half of all narcotic prescriptions written by 5% of opioid prescribers

Jun 10, 2014 | By Michael Johnsen

As many as 40% of U.S. narcotic prescriptions in 2011-2012 were written by only 5% of opioid prescribers, according to a study Express Scripts presented Monday at
AcademyHealth's annual research meeting.

FEDA approves BDSI's NDA for Bunavail

Jun 09, 2014 | By Ryan Chavis

BioDelivery Sciences International on Monday announced that the Food and Drug Administration approved its new drug application for Bunavail (buprenorphine and naloxone)
buccal film (CIII).
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FDA accepts NDA for investigational extended-release oral formulation of hydrocodone/APAP

May 29, 2014 | By Michael Johnsen
Depomed on Wednesday announced that the Food and Drug Administration has accepted for filing a new drug application from Mallinckrodt for MNK-155.
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"Otherhood": Women without kids hold buying power

‘Women today play a dynamic role in society, and brands and marketers including those within the retail pharmacy space  are tirelessly working to earn
her trust and loyalty, as she often makes most of the healthcare decisions for her family. While reaching “moms” is no doubt important, new research suggests
that brands and marketers may be missing a tremendous opportunity among those women who are rewriting the fairy tale. Enter “Otherhood.” more ...
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Lake Consumer Products to launch vH essentials PMS Relief Formula
Lake Consumer Products. a subsidiary of Wisconsin Pharmacal Co.. on Thursday...

?

Breg launches brace for sufferers of patella mal-tracking
Breg on Thursday announced the launch of the FreeRunner knee brace with new...

I

FDA approves Anacor's antifungal solution
Anacor Pharmaceuticals announced that the Food and Drug Administration has...

W

Kiss Products to launch imPRESS Press-On Manicure collection for back to school
Kiss Products’ Broadway Nails brand has created the new impress Press-On...

Featured Product
FLORATUMMYS

FloraTummys is a new probiotic especially made for kids rather than a line extension of the adult probiotic. more ...
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sufferers-advocate-against-stigma-prescription-pain-meds
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Chronic pain sufferers advocate against stigma of prescription pain meds

May 29, 2014 | By Michael Johnsen

MIDDLETOWN, Conn. — For chronic pain sufferers, there is a real problem with the abuse of painkillers in the United States. While the number of patients who have a legitima
need for prescription painkillers — 100 million plus — is vastly more than the number of people addicted to painkillers — 11 million — there is a stigma attached to the prescribi
dispensing and utilization of pain medicines. And that stigma has created an, at times, insurmountable hurdle that leaves legitimate patients suffering in silence.

“The person seeking relief from pain is not [suffering] from the same disease as a person who is an addict,” said Paul Gileno, president of the U.S. Pain Foundation. “Two separat
diseases ... [But] it’s hard to decipher because right away [people associate] pain patients with that group of addicts.”
According to a 2011 report from the Institutes of Medicine, more than 100 million Americans suffer from chronic pain. Of those, 25.8 million suffer chronic pain from diabetes, 2 =
million suffer chronic pain from a cardiovascular event, and 11.9 million suffer chronic pain from cancer.

Conversely, the number of abusers totals 11 million, according to a May 2014 report in JAMA4 Internal Medicine. Of those, 55.5% are men, 32.1% are between the ages of 18 and 25,
and 58.5% make less than $50.000 each year. Only 12% of Americans older than the age of 50 — an age group arguably more closely associated with diabetes, cardiovascular disease
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dna cancer — abuse PAlnKIIers 10T nONmeaicdl purposes.

“Out of those 11 million who are abusing pain medications, we don’t know that they’re coming out of the 100 million Americans [with chronic pain], because we don’t know if
they're legitimate pain patients at the start,” Gileno said. While there is certain to be some overlap, the 11 million may simply represent addicts who have chosen pain medicines as
their conduit to get high.

But the media focus has historically been on the addicts and how to curtail their access to the pain medicines they crave. That creates a real stigma that inhibits access for legitimate
patients from doctors to pharmacists to the patients themselves.

“Doctors are limiting prescribing because of the stigma,” Gileno said. “[And] pharmacies are either not carrying products or questioning patients on their prescriptions even though
they have a legitimate [need].” The stigma associated with pain medicines even extends to patients, with many patients worried that they may become an addict because they’ve been
prescribed an opioid to address their chronic pain. “They listen to the media instead of their doctor.” he said, and forego the appropriate care.

"Out of those 11 million who are abusing pain medications, we don’t know that they’re coming out of the 100
million Americans [with chronic pain].”

According to a recent analysis from the Centers for Disease Control and Prevention, only 27% of the highest risk painkiller users get opioids through their own prescriptions. They are
about four times more likely than the average user to buy the drugs from a dealer.

Researchers analyzed data for the years 2008 through 2011 from the Substance Abuse and Mental Health Services Administration’s National Survey on Drug Use and Health. Other
major sources of opioids for frequent nonmedical users include obtaining drugs from friends or relatives for free (26%), buying from friends or relatives (23%) or buying from a drug
dealer (15%).

In an effort to abate the stigma associated with legitimate use of pain medicines, the U.S. Pain Foundation fields some 200 “Pain Ambassadors” who make up a grassroots education
campaign — first, that chronic pain sufferers have both legitimate needs for and significant hurdles in acquiring their pain remedies, and second, that there are market-driven options
available, such as abuse-deterrent medicines. “For us, as a patient advocacy group, that’s what we need to do,” Gileno said. “An educated patient is an empowered patient. An
empowered patient is a better patient for a doctor because the doctor can actually help them on their journey to get them the answers they need.”
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http://web.archive.org/web/20161006094858/http://partnersagainstpain.com/
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Click here for selected Important Safety Information regarding extended-release/long-acting opioid products.

(O) Ask Partners Against Pain®

PARTNERS

e ) PartnersAgainstPain.com

Healthcare Professionals

Pain. It's not something you need to

Patients & Caregivers Home manage alone. You have a Partner.

Caregiver Corner _

Pain creates many challenges, not only for the people
who suffer from it, but also for those who care for them.
Find valuable resources in the Caregiver Cornerstone
Program, created especially for family caregivers.

Measuring Pain
Tracking Pain

Caregiver Corner

Integrative Medicine

@ TOOLS & RESOURGES (© GOMMUNICATION GUIDE
The Conversation Starts Here
Use these tools to track your pain and Effective communication
other symptoms for discussion with your is the key to managing
healthcare professional. pain. Download your

free "road map" for
productive two-way
conversations with

your doctor.

Patients & Caregivers Healthcare Professionals

Measuring Pain Practice Tools Contact Us
Tracking Pain Integrative Medicine Terms of Use
Caregiver Comer Ask Partners Against Pain® Privacy Policy
Integrative Medicine Site Map

Ask Partners Against Pain®

Copyright © 2016 Purdue Pharma L.P., Stamford, CT 06901-3431.

Intended for residents of the United States of America only. m

Purdue Pharma, as used in this site, refers to Purdue Pharma L.P, Purdue

Products L.P,, and their independent associated U.S. companies.
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P-29829 _ 00056



oCcT APR
11 3 [

2004 T

INTERNET ARCHIVE ‘hup://www.endo.com/paﬂems/painmanage.html

WAUDREAAUNNE <o coprures

10 Jun 2002 - 9 Mar 2021

P 53 e
PHARMACEUTICALS
P
: 2
¢ Pain Management
Education Tools: Pain management education tools for patient and physician communication.

Our Pain Assessment brochure, with a pain rating scale, can help patients and physicians to evaluate
patient pain. Download our Pain Assessment brochure PDE

Our Lidoderm® Information brochure describes how Lidoderm@& works to help relieve the pain of
Postherpetic Neuralgia. Download our Lidoderm® Information brochure PDF

) 2002 Endo Pharmaceuticals  All Rights Reserved.

Privacy/Legal
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PHARMACEUTICALS

Patients - Pain Management Education Tools

Pain management education tools for patient and physician communication.

Our Pain Assessment brochure, with a pain rating scale, can help patients and physicians to evaluate
patient pain. View our Pain Assessment brochure PDF

Our Lidoderm® (lidocaine patch 5%) Information brochure describes haw the Lidoderm® patch works to
help relieve the pain of Postherpetic Neuralgia. View our Lidoderm® Information brochure PDE

o

Privacy/Legal © 2005 Endo Pharmaceuticals All Rights Reserved.
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Patients - Pain Management Education Tools

Pain management education tools for patient and physician communication.

Understanding Your Pain: Pain Assessment

Understanding_Your Pain: Taking Oral Opioid Analgesics

Things You Should Know about the Neuropathic Pain of Postherpetic Neuralgia

Brief Pain Inventory Short Form

Privacy/Legal © 2008 Endo Pharmac:

ticals All Rights Reserved.
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Extended-ralease tabiets

5mg, 2.5mg, 10mg, 15 mg. 20/mg, 39 mg, 40 mg Important Safety Information == Full Prescribing Information ==

HOME Share | Print | AAA

ABOUT DPIOIDS

OPANA® ER FOR CAREGIVERS
:::I::: ASSISTANCE A caregiver is anyone who helps someone with the things they Caregiver's Guide

cannot do alone.

PAIN DIARY
FOR CAREGIVERS You don’t have to be a trained professional to be called a caregiver. People who are living with English
moderate to severe chronic pain often need a caregiver. The type of pain and how serious itis Pyccxkni
may determine how much help they need. Espaiiol
= X
Understanding moderate to severe chronic pain prv——

It can be hard for someone who does not have moderate to severe chronic pain to understand
the effect it can have on a person’s life. Familiar activities take much more effort. Tasks that
used to be simple become difficult chores. Leisure activities may become impossible.
Depending on the type of chronic pain, it can affect:

* Walking
Pycckuia (Russian) . D”Y'“g .

* Doing errands like shopping and cleaning
Espafiol (Spanish) * The ability to work
th3Z (Chinese) * Taking part in sports activities

A person with chronic pain may need help with the simplest tasks or may not be able to do
them at all. They often rely on a caregiver, like you, for help. They may feel frustrated and
dependent when they can't do the things they need or want to do.

The caregiver's role

Everyone’s chronic pain has a different effect on their life. Your role as a caregiver will depend
on how the person you know is affected and what they want help with. Let the person tell you
what help they need. In this way, they can feel as independent as possible while feeling
supported by you at the same time.

To learn more about helping someone who is living with moderate to severe chronic pain,
please download our caregiver's guide.

OPANA® ER Indication

OPANAER is indicated for the relief of moderate to severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of
time

OPANAER is NOT intended for use as an as needed analgesic

OPANAER is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for patients not previously taking opioids because of

the risk of oversedation and respiratory depression requiring reversal with opioid antagonists
OPANAER is not indicated for pain in the post-operative period if the pain is mild or not expected to persist for an extended period of time

OPANA ER Important Safety Information

OPANA ER has a boxed warning as follows:

WARNING: OPANA ER contains oxymorphone, which is a morphine-like opioid agonist and a Schedule Il controlled substance, with an abuse
liability similar to other opioid analgesics.

Oxymorphone can be abused in a manner similar to other opioid agonists, legal or illicit. This should be considered when prescribing or
dispensing OPANA ER in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, or diversion.

OPANA ER is an extended-release oral formulation of oxymorphone indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

OPANA ER is NOT intended for use as an as needed analgesic.

OPANA ER TABLETS are to be swallowed whole and are not to be broken, chewed, dissolved, or crushed. Taking broken, chewed, dissolved, or
crushed OPANA ER TABLETS leads to rapid release and absorption of a potentially fatal dose of oxymorphone.

Patients must not consume alcoholic beverages, or prescription or nonprescription medications containing alcohol, while on OPANA ER therapy.
The co-ingestion of alcohol with OPANA ER may result in increased plasma levels and a potentially fatal overdose of oxymorphone.

* OPANA ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to morphine and can be
abused in a manner similar to other opioid agonists, legal or illicit
OPANAER is contraindicated in patients with a known hypersensitivity to oxymorphone hydrochloride, morphine analogs such as codeine, or any of the other

ingredients of OPANA ER; in patients with moderate or severe hepatic impairment or in any situation where opioids are contraindicated such as: patients with
respiratory depression (in the absence of resuscitative equipment or in unmonitored settings), acute or severe bronchial asthma, hypercarbia, and in any
patient who has or is suspected of having paralytic ileus

OPANAER is not indicated for pain in the immediate post-operative period (the first 12-24 hours following surgery), or if the pain is mild, or not expected to
persist for an extended period of time. OPANA ER is only indicated for post-operative use if the patient is already receiving the drug prior to surgery or if the
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post-operative pain is expected to be moderate or severe and persist for an extended period of time. Physicians should individualize treatment, moving from
parenteral to oral analgesics as appropriate (see American Pain Society guidelines)

Respiratory depression is the chief hazard of OPANA ER, particularly in elderly or debilitated patients. OPANA ER should be administered with extreme caution
to patients with conditions accompanied by hypoxia, hypercapnia, or decreased respiratory reserve such as: asthma, chronic obstructive pulmonary disease or
cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, central nervous system (CNS) depression, or coma

Patients receiving other opiocid analgesics, general anesthetics, phenothiazines or other tranquilizers, sedatives, hypnotics, or other CNS depressants

(including alcohol) may experience additive effects resulting in respiratory depression, hypotension, profound sedation, or coma
OPANA ER should be used with caution in elderly and debilitated patients and in patients who are known to be sensitive to CNS depressants, such as those

with cardiovascular, pulmenary, renal, or hepatic disease. OPANA ER should be used with caution in patients with mild hepatic impairment and in patients with
moderate to severe renal impairment. These patients should be started cautiously with lower doses of OPANA ER while carefully monitoring for side effects

OPANAER is not indicated for preemptive analgesia (administration preoperatively for the management of postoperative pain)
The most common adverse drug reactions (210%) in clinical trials for OPANA ER were nausea, constipation, dizziness (excluding vertigo), vomiting, pruritus,

somnolence, headache, increased sweating, and sedation
Patients and their families should be instructed to flush any OPANA ER tablets that are no longer needed

Please see full Prescribing Information, including boxed WARNING for OPANA ER

Oxymorphone is also available in injectable form. For more information, please see the full prescribing information for OPANA Injection
Vermont prescribers, please see additional information for OPANA ER

Intended for US Residents Only

* ErNNIOC ©2010 Endo Pharmaceuticals Inc. All rights reserved. PR@MISE mm& hm
PHARMACEUTICALS INMGMVE | wformosion, Suppoe, ond Bckxadon
CHADDS FORD, PENNSY LVANIA 16317 To obtain formulary information for OPANA ER and OPANA, click here grgg\g‘m]ﬁrggm
uroes ared Support
Rx Only Visit for more

Important Safety Information | Prescribing Information
About Opioids | OPANA ER | OPANA | Patient Assistance | Pain Diary | For Caregivers
Privacy/Legal | Contact Us | Site Map

OPANA®is a registered trademark of Endo Pharmaceuticals.
think ™ is a trademark of Endo Pharmaceuticals.

PROMISE® is a registered trademark of Endo Pharmaceuticals.
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OPANAER
(oxymorphone HC!)(@

Extended-ralease tabiets
5mg. 7.5 mg, 10 mg, 15 mg, 20 mg, 30 mg, 40 mg

Important Safety Information == Full Prescribing Information ==

HOME Share | Print | AAA
ABOUT OPIOIDS

OPANA® ER PATIENT PROFILE: BILL
OPANA®

B
PATIENT ASSISTANCE
PAIN DIARY

FOR CAREGIVERS Hello, my name is Bill and | am a 40 year old construction worker who developed
low back pain. | have been on pain treatment for several months for my severe,
chronic low back pain, my doctor keeps increasing my current medication but the

P pain still remains.

Bill has to find a pain medication that allows him to keep
working

Itis important that whatever types of pain medication my doctor suggests that |
am still able to continue work to support my family.

Are you like Bill? Talk to your doctor to find out if OPANA ER is an appropriate choice for your
moderate to severe chronic pain.

Go to next patient profile
Pycckuia (Russian)

Espafiol (Spanish)
th3Z (Chinese)

Wanda Mike Stella
VIEW PROF! VIEW PROFILE VIEW PROFILE

OPANA® ER Indication

OPANAER is indicated for the relief of moderate to severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of
time

OPANAER is NOT intended for use as an as needed analgesic

OPANAER is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for patients not previously taking opioids because of
the risk of oversedation and respiratory depression requiring reversal with opioid antagonists

OPANAER is not indicated for pain in the post-operative period if the pain is mild or not expected to persist for an extended period of time

OPANA ER Important Safety Information

OPANA ER has a boxed warning as follows:

WARNING: OPANA ER contains oxymorphone, which is a morphine-like opioid agonist and a Schedule Il controlled substance, with an abuse
liability similar to other opioid analgesics.

Oxymorphone can be abused in a manner similar to other opioid agonists, legal or illicit. This should be considered when prescribing or
dispensing OPANA ER in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, or diversion.

OPANA ER is an extended-release oral formulation of oxymorphone indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

OPANAER is NOT intended for use as an as needed analgesic.

OPANA ER TABLETS are to be swallowed whole and are not to be broken, chewed, dissolved, or crushed. Taking broken, chewed, dissolved, or
crushed OPANA ER TABLETS leads to rapid release and absorption of a potentially fatal dose of oxymorphone.

Patients must not consume alcoholic beverages, or prescription or nonprescription medications containing alcohol, while on OPANA ER therapy.
The co-ingestion of alcohol with OPANA ER may result in increased plasma levels and a potentially fatal overdose of oxymorphone.

* OPANA ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to morphine and can be
abused in a manner similar to other opioid agonists, legal or illicit

OPANAER is contraindicated in patients with a known hypersensitivity to oxymorphone hydrochloride, morphine analogs such as codeine, or any of the other
ingredients of OPANA ER; in patients with moderate or severe hepatic impairment or in any situation where opiocids are contraindicated such as: patients with
respiratory depression (in the absence of resuscitative equipment or in unmonitored settings), acute or severe bronchial asthma, hypercarbia, and in any
patient who has or is suspected of having paralytic ileus

OPANAER is not indicated for pain in the immediate post-operative period (the first 12—-24 hours following surgery), or if the pain is mild, or not expected to

persist for an extended period of time. OPANA ER is only indicated for post-operative use if the patient is already receiving the drug prior to surgery or if the
post-operative pain is expected to be moderate or severe and persist for an extended period of time. Physicians should individualize treatment, moving from
parenteral to oral analgesics as appropriate (see American Pain Society guidelines)
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Respiratory depression is the chief hazard of OPANA ER, particularly in elderly or debilitated patients. OPANA ER should be administered with extreme caution
to patients with conditions accompanied by hypoxia, hypercapnia, or decreased respiratory reserve such as: asthma, chronic obstructive pulmonary disease or
cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, central nervous system (CNS) depression, or coma

Patients receiving other opicid analgesics, general anesthetics, phenothiazines or other tranquilizers, sedatives, hypnotics, or other CNS depressants
(including alcohol) may experience additive effects resulting in respiratory depression, hypotension, profound sedation, or coma

OPANA ER should be used with caution in elderly and debilitated patients and in patients who are known to be sensitive to CNS depressants, such as those
with cardiovascular, pulmonary, renal, or hepatic disease. OPANA ER should be used with caution in patients with mild hepatic impairment and in patients with
moderate to severe renal impairment. These patients should be started cautiously with lower doses of OPANA ER while carefully monitoring for side effects
OPANAER is not indicated for preemptive analgesia (administration preoperatively for the management of postoperative pain)

The most common adverse drug reactions (210%) in clinical trials for OPANA ER were nausea, constipation, dizziness (excluding vertigo), vomiting, pruritus,
somnolence, headache, increased sweating, and sedation

Patients and their families should be instructed to flush any OPANA ER tablets that are no longer needed

Please see full Prescribing Information, including boxed WARNING for OPANA ER

Oxymorphone is also available in injectable form. For more information, please see the full prescribing information for OPANA Injection
Vermont prescribers, please see additional information for OPANA ER

Intended for US Residents Only

5 : 2 2 8 =
CHADDS FORD, PENNSYLVANIA 10317 To obtain formulary information for OPANA ER and OPANA, click here damgqmwmw

Rx Only

TResources ord Support
Visit for more

itive | et Mgt frmch

Important Safety Information | Prescribing Information
About Opioids | OPANA ER | OPANA | Patient Assistance | Pain Diary | For Caregivers
Privacy/Legal | Contact Us | Site Map

OPANA®is a registered trademark of Endo Pharmaceuticals.
think ™ is a trademark of Endo Pharmaceuticals.

PROMISE®is a registered trademark of Endo Pharmaceuticals.

OP0416F4112009

P-29829 _ 00067



http://web.archive.org/web/20091217010225/http://www.opana.com:80/patient/opana/profile-
wanda.aspx

P-29829 _ 00068



INTERNET ARCHIVE ‘htlp:/fwww.opana.ccmfpatient/opana/profﬂe—wanda.aspx NOV a2l APR = @ ')

WAPRAEAMAEDNE coprures o 17 S o

17 Dec 2009 - 28 Dec 2010 2006 il 2010 2 About this capture

SERE,
OPANAER
(oxymorphone HC!)(@

Extended-ralease tabiets " i "
5mg, 2.5mg, 10mg, 15 mg. 20/mg, 39 mg, 40 mg Important Safety Information == Full Prescribing Information ==

Home | Healthcare Professional Site | Site Map | Contact Us

HOME Share | Print | AAA

ABOUT DPIOIDS

OPANA® ER PATIENT PROFILE: WANDA

OPANA®

PATIENT ASSISTANCE Wanda r?eeclis to control her pain while feeling comfortable with
PAIN DIARY her medication

FOR CAREGIVERS Hello, my name is Wanda and | am a 46 year old teacher who has been

diagnosed with non-Hodgkin's lymphoma. | had been taking morphine but
stopped after talking with my doctor because the side effects were intolerable.

=

| soon learned that there were other kinds of pain medication beside morphine
and that | may respond differently to them. The doctor decided to switch me from
morphine to OPANA® ER and within a few days, | started to feel pain relief. |
guess one size does not fit all.

Wanda The most important thing | learned is that everyone reacts differently to
medication. If you find the side effects of your medication to be intolerable, it's up

AGTEMCHER to you to talk to your doctor.

Pycckuia (Russian)
Espafiol (Spanish) Are you like Wanda? Talk to your doctor to find out if OPANA ER is an appropriate choice for
th3Z (Chinese)

your moderate to severe chronic pain.

Go to next patient profile

OPANA® ER Indication

OPANAER is indicated for the relief of moderate to severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of
time
OPANAER is NOT intended for use as an as needed analgesic

OPANAER is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for patients not previously taking opioids because of
the risk of oversedation and respiratory depression requiring reversal with opioid antagonists
OPANAER is not indicated for pain in the post-operative period if the pain is mild or not expected to persist for an extended period of time

OPANA ER Important Safety Information

OPANA ER has a boxed warning as follows:

WARNING: OPANA ER contains oxymorphone, which is a morphine-like opioid agonist and a Schedule Il controlled substance, with an abuse
liability similar to other opioid analgesics.

Oxymorphone can be abused in a manner similar to other opioid agonists, legal or illicit. This should be considered when prescribing or
dispensing OPANA ER in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, or diversion.

OPANA ER is an extended-release oral formulation of oxymorphone indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

OPANAER is NOT intended for use as an as needed analgesic.

OPANA ER TABLETS are to be swallowed whole and are not to be broken, chewed, dissolved, or crushed. Taking broken, chewed, dissolved, or
crushed OPANA ER TABLETS leads to rapid release and absorption of a potentially fatal dose of oxymorphone.

Patients must not consume alcoholic beverages, or prescription or nonprescription medications containing alcohol, while on OPANA ER therapy.
The co-ingestion of alcohol with OPANA ER may result in increased plasma levels and a potentially fatal overdose of oxymorphone.

* OPANA ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to morphine and can be
abused in a manner similar to other opioid agonists, legal or illicit

OPANAER is contraindicated in patients with a known hypersensitivity to oxymorphone hydrochloride, morphine analogs such as codeine, or any of the other
ingredients of OPANA ER; in patients with moderate or severe hepatic impairment or in any situation where opiocids are contraindicated such as: patients with
respiratory depression (in the absence of resuscitative equipment or in unmonitored settings), acute or severe bronchial asthma, hypercarbia, and in any

patient who has or is suspected of having paralytic ileus
OPANAER is not indicated for pain in the immediate post-operative period (the first 12—-24 hours following surgery), or if the pain is mild, or not expected to

persist for an extended period of time. OPANA ER is only indicated for post-operative use if the patient is already receiving the drug prior to surgery or if the
post-operative pain is expected to be moderate or severe and persist for an extended period of time. Physicians should individualize treatment, moving from
parenteral to oral analgesics as appropriate (see American Pain Society guidelines)
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Respiratory depression is the chief hazard of OPANA ER, particularly in elderly or debilitated patients. OPANA ER should be administered with extreme caution
to patients with conditions accompanied by hypoxia, hypercapnia, or decreased respiratory reserve such as: asthma, chronic obstructive pulmonary disease or
cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, central nervous system (CNS) depression, or coma

Patients receiving other opicid analgesics, general anesthetics, phenothiazines or other tranquilizers, sedatives, hypnotics, or other CNS depressants
(including alcohol) may experience additive effects resulting in respiratory depression, hypotension, profound sedation, or coma

OPANA ER should be used with caution in elderly and debilitated patients and in patients who are known to be sensitive to CNS depressants, such as those
with cardiovascular, pulmonary, renal, or hepatic disease. OPANA ER should be used with caution in patients with mild hepatic impairment and in patients with
moderate to severe renal impairment. These patients should be started cautiously with lower doses of OPANA ER while carefully monitoring for side effects
OPANAER is not indicated for preemptive analgesia (administration preoperatively for the management of postoperative pain)

The most common adverse drug reactions (210%) in clinical trials for OPANA ER were nausea, constipation, dizziness (excluding vertigo), vomiting, pruritus,
somnolence, headache, increased sweating, and sedation

Patients and their families should be instructed to flush any OPANA ER tablets that are no longer needed

Please see full Prescribing Information, including boxed WARNING for OPANA ER

Oxymorphone is also available in injectable form. For more information, please see the full prescribing information for OPANA Injection
Vermont prescribers, please see additional information for OPANA ER

Intended for US Residents Only
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PATIENT ASSISTANCE
PAIN DIARY

FOR CAREGIVERS Hello, my name is Stella and | am a 68 year old school secretary. Several years
ago, | was diagnosed with osteoarthritis in the hip and spine. Although my doctor
has prescribed a pain medication, my pain remains severe enough that | may

P have to retire if | am unable to continue doing my job.

Stella needs improved pain control while managing the risk of
interactions with her other medications

As | have gotten older, my doctor has added different medications to my daily
routine, including a pill for high blood pressure, a blood thinner, and an opioid to
help manage my pain. When he recently prescribed an anti-depressant for me,
he explained something called "drug interactions". Basically, each medication
affects my body in a different way. Taking more than one at a time means it is
important to consider how one medication might affect another.

P " (Russian
YRR {RUSHEN) Along with the anti-depressant, my doctor switched me to a different opioid for

Espafiol (Spanish) my pain. He said it may help reduce my pain without interfering with the other
th3Z (Chinese) drugs | am taking.

| appreciate that my doctor explained how everything works. | feel more
comfortable taking several medications knowing that | can call my doctor at any
time if | have any questions or concerns. That open line of communication is very
important to me.

Are you like Stella? Talk to your doctor to find out if OPANA ER is an appropriate choice for your moderate to severe chronic pain.

Go to next patient profile

P

Wanda Mike
VIEW PROF! VIEW PROFILE

OPANA® ER Indication

OPANAER is indicated for the relief of moderate to severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of
time

OPANAER is NOT intended for use as an as needed analgesic

OPANAER is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for patients not previously taking opioids because of
the risk of oversedation and respiratory depression requiring reversal with opioid antagonists

OPANA ER is not indicated for pain in the post-operative period if the pain is mild or not expected to persist for an extended period of time

OPANA ER Important Safety Information

OPANA ER has a boxed warning as follows:

WARNING: OPANA ER contains oxymorphone, which is a morphine-like opioid agonist and a Schedule Il controlled substance, with an abuse
liability similar to other opioid analgesics.

Oxymorphone can be abused in a manner similar to other opioid agonists, legal or illicit. This should be considered when prescribing or
dispensing OPANA ER in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, or diversion.

OPANA ER is an extended-release oral formulation of oxymorphone indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

OPANAER is NOT intended for use as an as needed analgesic.

OPANA ER TABLETS are to be swallowed whole and are not to be broken, chewed, dissolved, or crushed. Taking broken, chewed, dissolved, or
crushed OPANA ER TABLETS leads to rapid release and absorption of a potentially fatal dose of oxymorphone.

Patients must not consume alcoholic beverages, or prescription or nonprescription medications containing alcohol, while on OPANA ER therapy.
The co-ingestion of alcohol with OPANA ER may result in increased plasma levels and a potentially fatal overdose of oxymorphone.

* OPANA ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to morphine and can be
abused in a manner similar to other opioid agonists, legal or illicit

OPANAER is contraindicated in patients with a known hypersensitivity to oxymorphone hydrochloride, morphine analogs such as codeine, or any of the other
ingredients of OPANA ER; in patients with moderate or severe hepatic impairment or in any situation where opiocids are contraindicated such as: patients with
respiratory depression (in the absence of resuscitative equipment or in unmonitored settings), acute or severe bronchial asthma, hypercarbia, and in any
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OPANA ER is not indicated for pain in the immediate post-operative period (the first 12—-24 hours following surgery), or if the pain is mild, or not expected to
persist for an extended period of time. OPANA ER is only indicated for post-operative use if the patient is already receiving the drug prior to surgery or if the
post-operative pain is expected to be moderate or severe and persist for an extended period of time. Physicians should individualize treatment, moving from
parenteral to oral analgesics as appropriate (see American Pain Society guidelines)

Respiratory depression is the chief hazard of OPANA ER, particularly in elderly or debilitated patients. OPANA ER should be administered with extreme caution

to patients with conditions accompanied by hypoxia, hypercapnia, or decreased respiratory reserve such as: asthma, chronic obstructive pulmonary disease or
cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, central nervous system (CNS) depression, or coma

Patients receiving other opicid analgesics, general anesthetics, phenothiazines or other tranquilizers, sedatives, hypnotics, or other CNS depressants
(including alcohol) may experience additive effects resulting in respiratory depression, hypotension, profound sedation, or coma

OPANA ER should be used with caution in elderly and debilitated patients and in patients who are known to be sensitive to CNS depressants, such as those
with cardiovascular, pulmonary, renal, or hepatic disease. OPANA ER should be used with caution in patients with mild hepatic impairment and in patients with
moderate to severe renal impairment. These patients should be started cautiously with lower doses of OPANA ER while carefully monitoring for side effects
OPANAER is not indicated for preemptive analgesia (administration preoperatively for the management of postoperative pain)

The most common adverse drug reactions (210%) in clinical trials for OPANA ER were nausea, constipation, dizziness (excluding vertigo), vomiting, pruritus,
somnolence, headache, increased sweating, and sedation

Patients and their families should be instructed to flush any OPANA ER tablets that are no longer needed

Please see full Prescribing Information, including boxed WARNING for OPANA ER

Oxymorphone is also available in injectable form. For more information, please see the full prescribing information for OPANA Injection

Vermont prescribers, please see additional information for OPANA ER

Intended for US Residents Only
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OPANA® ER PATIENT PROFILE: MIKE

OPANA® B ) o o .
PATIENT ASBISTANGE - Mike needs prescription medication to control his moderate to

severe chronic pain
PAIN DIARY p

FOR CAREGIVERS Hello, my name is Mike and | am a 53 year old accountant who developed
degenerative disc disease from playing football during my younger days. | have
been taking over the counter drugs but the pain has progressed. | do physical

P therapy twice a week to maintain my flexibility and range of motion, but the pain
still remains.

Since ibuprofen and physical therapy are not enough, my doctor suggested that
he may want to put me on an opioid treatment to help reduce my pain score.

Are you like Mike? Talk to your doctor to find out if OPANA ER is an appropriate choice for
your moderate to severe chronic pain.

Pycckui (Russian) Go to next patient profile

Espafiol (Spanish)

th3Z (Chinese)

Wanda Stella
VIEW PROF! VIEW PROFILE

OPANA® ER Indication

OPANAER is indicated for the relief of moderate to severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of
time
OPANAER is NOT intended for use as an as needed analgesic

OPANAER is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for patients not previously taking opioids because of
the risk of oversedation and respiratory depression requiring reversal with opioid antagonists
OPANAER is not indicated for pain in the post-operative period if the pain is mild or not expected to persist for an extended period of time

OPANA ER Important Safety Information

OPANA ER has a boxed warning as follows:

WARNING: OPANA ER contains oxymorphone, which is a morphine-like opioid agonist and a Schedule Il controlled substance, with an abuse
liability similar to other opioid analgesics.

Oxymorphone can be abused in a manner similar to other opioid agonists, legal or illicit. This should be considered when prescribing or
dispensing OPANA ER in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, or diversion.

OPANA ER is an extended-release oral formulation of oxymorphone indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

OPANAER is NOT intended for use as an as needed analgesic.

OPANA ER TABLETS are to be swallowed whole and are not to be broken, chewed, dissolved, or crushed. Taking broken, chewed, dissolved, or
crushed OPANA ER TABLETS leads to rapid release and absorption of a potentially fatal dose of oxymorphone.

Patients must not consume alcoholic beverages, or prescription or nonprescription medications containing alcohol, while on OPANA ER therapy.
The co-ingestion of alcohol with OPANA ER may result in increased plasma levels and a potentially fatal overdose of oxymorphone.

* OPANA ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to morphine and can be
abused in a manner similar to other opioid agonists, legal or illicit

OPANAER is contraindicated in patients with a known hypersensitivity to oxymorphone hydrochloride, morphine analogs such as codeine, or any of the other
ingredients of OPANA ER; in patients with moderate or severe hepatic impairment or in any situation where opiocids are contraindicated such as: patients with
respiratory depression (in the absence of resuscitative equipment or in unmonitored settings), acute or severe bronchial asthma, hypercarbia, and in any
patient who has or is suspected of having paralytic ileus

OPANAER is not indicated for pain in the immediate post-operative period (the first 12—-24 hours following surgery), or if the pain is mild, or not expected to
persist for an extended period of time. OPANA ER is only indicated for post-operative use if the patient is already receiving the drug prior to surgery or if the
post-operative pain is expected to be moderate or severe and persist for an extended period of time. Physicians should individualize treatment, moving from
parenteral to oral analgesics as appropriate (see American Pain Society guidelines)
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Respiratory depression is the chief hazard of OPANA ER, particularly in elderly or debilitated patients. OPANA ER should be administered with extreme caution
to patients with conditions accompanied by hypoxia, hypercapnia, or decreased respiratory reserve such as: asthma, chronic obstructive pulmonary disease or
cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, central nervous system (CNS) depression, or coma

Patients receiving other opicid analgesics, general anesthetics, phenothiazines or other tranquilizers, sedatives, hypnotics, or other CNS depressants
(including alcohol) may experience additive effects resulting in respiratory depression, hypotension, profound sedation, or coma

OPANA ER should be used with caution in elderly and debilitated patients and in patients who are known to be sensitive to CNS depressants, such as those
with cardiovascular, pulmonary, renal, or hepatic disease. OPANA ER should be used with caution in patients with mild hepatic impairment and in patients with
moderate to severe renal impairment. These patients should be started cautiously with lower doses of OPANA ER while carefully monitoring for side effects
OPANAER is not indicated for preemptive analgesia (administration preoperatively for the management of postoperative pain)

The most common adverse drug reactions (210%) in clinical trials for OPANA ER were nausea, constipation, dizziness (excluding vertigo), vomiting, pruritus,
somnolence, headache, increased sweating, and sedation

Patients and their families should be instructed to flush any OPANA ER tablets that are no longer needed

Please see full Prescribing Information, including boxed WARNING for OPANA ER

Oxymorphone is also available in injectable form. For more information, please see the full prescribing information for OPANA Injection
Vermont prescribers, please see additional information for OPANA ER

Intended for US Residents Only
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Opioids are one treatment option for moderate to severe pain i -Acti
PATIENT ASSISTANCE P p g gamcgi Long-Acting
PAIN DIARY Opioids are a type of medicine that are generally prescribed to manage pain, either by ploids
FOR CAREGIVERS themselves or in carjbinat.ion with other ireatmentls. The informationlcantained in lhlis web site English =
does not replace talking with your healthcare provider about your pain treament options Pycckuii 9
including medication. Espafiol
P Ebe
What is a long-acting opioid? 2 -
Long-acting opioids are a type of pain medicine used for moderate to severe chronic pain that
lasts most of the day. They are sometimes called “controlled-release” or “extended-release”
because the medicine is gradually released into the body over an 8-24 hour period or longer.
Long-acting opicids are usually taken at regularly scheduled times, such as every 12 hours.
OPANA® ER is an example of a long-acting opioid.
Pyccimi (Russian) How do long-acting opioids differ from short-acting opioids?

Compared to long-acting opioids, short-acting opioids are primarily used to treat acute pain

fiol nish
Espafiol (Spanish) and are taken as needed. Short-acting opioids may be used alone or combined with opioid or

f3Z (Chinese) non-opioid analgesics. OPANA® is an example of a short-acting opioid.
What is the risk of becoming addicted to a long-acting opioid? Wanda
Addiction is defined as compulsive drug seeking that is beyond a person’s voluntary control VIEW PROFILE ==

even it if may cause harm. Most doctors who treat patients with pain agree that patients
treated with prolonged opioid medicines usually do not become addicted. Physical
dependence, which is different from addiction, may develop when taking opioids for pain relief »
for a long time. This means that your body adapts to the drug and you will have withdrawal WANDA NEEDS TO CONTROL

symptoms if the medicine is stopped or decreased suddenly. Taking opioids for pain relief is HER PAIN WHILE FEELING
NOT addiction. COMFORTABLE WITH
HER MEDICATION

To learn more about opioids, please download our brochure, Information on Taking a Long-
Acting Opioid.

OPANA® and OPANA® ER Indications

OPANA

* OPANA s indicated for the relief of moderate to severe acute pain where the use of an opioid is appropriate

OPANAER

OPANAER is indicated for the relief of moderate to severe pain in patients requiring continuous, around-the-clock opioid treatment for an extended period of
time

OPANAER is NOT intended for use as an as needed analgesic

OPANAER is not indicated for pain in the immediate post-operative period (12-24 hours following surgery) for patients not previously taking opioids because of
the risk of oversedation and respiratory depression requiring reversal with opioid antagonists

OPANAER is not indicated for pain in the post-operative period if the pain is mild or not expected to persist for an extended peried of time

OPANA and OPANA ER Important Safety Information

OPANA ER has a boxed warning as follows:

WARNING: OPANA ER contains oxymorphone, which is a morphine-like opioid agonist and a Schedule Il controlled substance, with an abuse
liability similar to other opioid analgesics.

Oxymorphone can be abused in a manner similar to other opioid agonists, legal or illicit. This should be considered when prescribing or
dispensing OPANA ER in situations where the physician or pharmacist is concerned about an increased risk of misuse, abuse, or diversion.

OPANA ER is an extended-release oral formulation of oxymorpheone indicated for the management of moderate to severe pain when a continuous,
around-the-clock opioid analgesic is needed for an extended period of time.

OPANA ER is NOT intended for use as an as needed analgesic.

OPANA ER TABLETS are to be swallowed whole and are not to be broken, chewed, dissolved, or crushed. Taking broken, chewed, dissolved, or
crushed OPANA ER TABLETS leads to rapid release and absorption of a potentially fatal dose of oxymorphone.

Patients must not consume alcoholic beverages, or prescription or nonprescription medications containing alcohol, while on OPANA ER therapy.
The co-ingestion of alcohol with OPANA ER may result in increased plasma levels and a potentially fatal overdose of oxymorphone.
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OPANA, like OPANA ER, contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to morphine
and can be abused in a manner similar to other opioid agonists, legal or illicit

OPANA and OPANA ER are contraindicated in patients with a known hypersensitivity to oxymorphone hydrochloride, morphine analogs such as codeine, or
any of the other ingredients of OPANA and OPANA ER; in patients with moderate or severe hepatic impairment or in any situation where opioids are
contraindicated such as: patients with respiratory depression (in the absence of resuscitative equipment or in unmonitored settings), acute or severe bronchial
asthma, hypercarbia, and in any patient who has or is suspected of having paralytic ileus

OPANA ER is not indicated for pain in the immediate post-operative period (the first 12-24 hours following surgery), or if the pain is mild, or not expected to
persist for an extended period of time. OPANA ER is only indicated for post-operative use if the patient is already receiving the drug prior to surgery or if the

post-operative pain is expected to be moderate or severe and persist for an extended period of time. Physicians should individualize treatment, moving from
parenteral to oral analgesics as appropriate (see American Pain Society guidelines)

Respiratory depression is the chief hazard of OPANA and OPANA ER, particularly in elderly or debilitated patients. OPANA and OPANA ER should be
administered with extreme caution to patients with conditions accompanied by hypoxia, hypercapnia, or decreased respiratory reserve such as: asthma,

chronic obstructive pulmonary disease or cor pulmonale, severe obesity, sleep apnea syndrome, myxedema, kyphoscoliosis, central nervous system (CNS)
depression, or coma
Patients receiving other opicid analgesics, general anesthetics, phenothiazines or other tranquilizers, sedatives, hypnotics, or other CNS depressants

(including alcohol) may experience additive effects resulting in respiratory depression, hypotension, profound sedation, or coma

OPANA and OPANA ER should be used with caution in elderly and debilitated patients and in patients who are known to be sensitive to CNS depressants, such
as those with cardiovascular, pulmonary, renal, or hepatic disease. OPANA and OPANA ER should be used with caution in patients with mild hepatic
impairment and in patients with moderate to severe renal impairment. These patients should be started cautiously with lower doses of OPANA or

OPANA ER while carefully monitoring for side effects

OPANAER is not indicated for preemptive analgesia (administration preoperatively for the management of postoperative pain)

The most common adverse drug reactions (210%) reported at least once by patients treated with OPANA in the clinical trials were nausea and pyrexia

The most common adverse drug reactions (210%) in clinical trials for OPANA ER were nausea, constipation, dizziness (excluding vertigo), vomiting, pruritus,
somnolence, headache, increased sweating, and sedation
Patients and their families should be instructed to flush any OPANA and OPANA ER tablets that are no longer needed

Please see full Prescribing Information for OPANA

Please see full Prescribing Information, including boxed WARNING for OPANA ER

Oxymorphone is also available in injectable form. For more information, please see the full prescribing information for OPANA Injection
Vermont prescribers, please see additional information for OPANA and OPANA ER

Intended for US Residents Only

*f ErNIOC ©2009 Endo Pharmaceuticals Inc. Al rights reserved. PROM |SE ““u_ad'_"“"“"".“w"“‘
PHARMACEUTICALS INIMOMVE | ikcrmation, Support, and Bckaccfion
; . ) ’ § ;
CHADDS FORD, PENNSYLVANIA 19317 To obtain formulary information for OPANA ER and OPANA, click here Spmnghoning Poten
Rx Onl RouIoEs o Support
nly Visit for more

Important Safety Information | Prescribing Information
About Opioids | OPANA ER | OPANA | Patient Assistance | Pain Diary | For Caregivers
Privacy/Legal | Contact Us | Site Map

OPANA @ is a registered trademark of Endo Pharmaceuticals.
think ™ is a trademark of Endo Pharmaceuticals.

PROMISE @ is a registered trademark of Endo Pharmaceuticals.

OP0416E112009

P-29829 _ 00079



http://web.archive.org/web/20060813150220/http://www.endopromise.com/

P-29829 _ 00080



INTERNET ARCHIVE ‘hup /Iwww.endopromise.com/

P\l SEP

|

mau"aﬂl maunl"u 61 captures

13 Aug 2006 - 14 May 2013

13 18

=N 2006 Jllig

¥ About this capture

R@MIS

PROMISE™ Home

Educational Support

Pain Management Resource Kit
RiskMAP Overview

Related Links

END('\ PHADMACEUT]CALS

Leading the Way to Approgriate and
Resporsible Use of Cpioid Analgesics

INTRODUCING |2 Rbl\/l | S E

he Partnership for Respo

e Opioid Management t ation

ol ducation

The PROMISE™ initiative consists of practical clinical information, educational
resources, and patient support tools—all focused on ensuring the appropriate use of
opioid analgesics and minimizing_the inherent risks of misuse, abuse, and diversion of
these medications.

As a leader in the development and distribution of schedule |l opioid analgesic
medications, Endo Pharmaceuticals is:

tted to providing safe and effective op|0|d analgesic treatment options for
patlents suffering from moderate-to-severe pain.

Jicated to improving patient care and the appropriate clinical use of opioid
analgesics through access to treatment and a proactive approach to managing the
potential risks inherent in opioid therapy.

R nsive with programs designed to promote appropriate and responsible use of
op|0|d analgesic medications and minimize the risks of misuse, abuse, and diversion.

PROMISE™ is one more example of Endo’s ongoing collaboration with patients,
caregivers, health care professionals and government agencies to ensure patients
have appropriate medical access to opioid analgesics for pain relief while also having
the means to minimize the potential inherent risks of these medications.

For more information about PROMISE™ please call Bill Newbould
VP of Corporate Communications, at Endo at 1-800-892-6131

©2006 Endo Pharmaceuticals. All rights reserved.

PHARMACEUTICALS

PROMISE™ is a rademark of Endo Pharmaceuticals Inc. Privacy/Legal
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e Opioid Management t ation

ol ducation

The PROMISE™ initiative consists of practical clinical information, educational
resources, and patient support tools—all focused on ensuring the appropriate use of
opioid analgesics and minimizing_the inherent risks of misuse, abuse, and diversion of
these medications.

As a leader in the development and distribution of schedule |l opioid analgesic
medications, Endo Pharmaceuticals is:

tted to providing safe and effective op|0|d analgesic treatment options for
patlents suffering from moderate-to-severe pain.

Jicated to improving patient care and the appropriate clinical use of opioid
analgesics through access to treatment and a proactive approach to managing the
potential risks inherent in opioid therapy.

R nsive with programs designed to promote appropriate and responsible use of
op|0|d analgesic medications and minimize the risks of misuse, abuse, and diversion.

PROMISE™ is one more example of Endo’s ongoing collaboration with patients,
caregivers, health care professionals and government agencies to ensure patients
have appropriate medical access to opioid analgesics for pain relief while also having
the means to minimize the potential inherent risks of these medications.

- T ~NIT D‘ ©2008 Endo Pharmaceuticals. All rights reserved.
PHARMACEUTICALS PROMISE® is a trademark of Endo Pharmaceuticals Inc. Privacy/Legal
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PROMISE™ Home PROMISE™ offers clinicians, pharmacists, and patients a wide range of valuable
Educational Support information and continuing education (CE) opportunities through numerous forums

P-aln Manageme.nt Resource Kit and venues:
RiskMAP Overview

Related Links Control, supported by an educational grant from

Endo prowdes accredlted continuing education via multiple learning modalities
including:

— Interactive case-based workshops

— Live audioconferences

— Live Webcasts and on-demand Web-based programs
— Regional symposia

— CE-accredited newsletters

I io = through professional societies, including:
—Academy of Managed Care Pharmacy
— American Academy of Family Physicians

— American Academy of Pain Management

— American Academy of Pain Medicine

— American College of Physicians

— American Pain Society

— American Society of Pain Management Nurses

— Multinational Association for Supportive Care in Cancer
— Oncology Nursing Society

oﬁers accredlted CE matenals addressmg the responS|bIe use of opioids
for chronic pain

=, including:

— PalnEDU org—an award -winning ecﬁucatlonal Web site for healthcare
professionals who treat patients with pain

— PainKnowledge.org—an online resource for healthcare professionals that
supports optimizing the management of patients with pain

— painACTION.com—a consumer and provider Web site that informs and
supports the care of patients with chronic pain

do pro es ongoing s t to two innovative national traineeships
deS|gned for phySICIanS nurses and pharmacists in training:

— American Pain Society Residents’ Course—a two-day course for medical,
nursing, and pharmacy residents that focuses on the principles of pain
assessment and management

— American Society of Health System Pharmacists Traineeship—an intensive
self-study and experiential traineeship for pharmacists who provide specialized
services for patients in pain

=T D‘ ' 792&)87End0 Pharmaceulicgs AHrTghls reserved
E MAGEUTICAL

PROMISE® is a trademark of Endo Pharmaceuticals Inc. Privacy/Legal
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Pain M rce Kit
PROMISE™ Home PROMISE™ provides access to practical tools for the healthcare professional and the
Educational Support patient designed to support the appropriate and responsible use of opioid analgesic
Pain Management Resource Kit medications.

RiskMAP Overview

Related Links ry—provides assessment of severity and quality of a

—Screener and Opioid Assessment for Patient's with Pain

— Patient self-report tool supported by the National Institute on Drug Abuse
(NIDA) and an educational grant from Endo that helps clinicians assess the
relative risk of medication misuse so patients can be managed appropriately

: that help guard against alteration, forgery,

E 1t which can be used by clinicians to
document the conditions under which a patient will be treated with opiods

— Understandlnq Your Pain: Taklnq Oral ODIOld Analgesics
— Understanding_Your Pain: Using_a Pain Rating_Scale

. =T D‘ ©2008 Endo Pharmaceuticals. All rights reserved
PHARMAGCEUTICALS PROMISE® is a trademark of Endo Pharmaceuticals Inc. Privacy/Legal
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PROMISE™ Home PROMISE™ offers clinicians, pharmacists, and patients a wide range of valuable
Educational Support information and continuing education (CE) opportunities through numerous forums

P-aln Manageme.nt Resource Kit and venues:
RiskMAP Overview

Related Links Control, supported by an educational grant from

Endo prowdes accredlted continuing education via multiple learning modalities
including:

— Interactive case-based workshops

— Live audioconferences

— Live Webcasts and on-demand Web-based programs
— Regional symposia

— CE-accredited newsletters

I io = through professional societies, including:
—Academy of Managed Care Pharmacy
— American Academy of Family Physicians

— American Academy of Pain Management

— American Academy of Pain Medicine

— American College of Physicians

— American Pain Society

— American Society of Pain Management Nurses

— Multinational Association for Supportive Care in Cancer
— Oncology Nursing Society

oﬁers accredlted CE matenals addressmg the responS|bIe use of opioids
for chronic pain

=, including:

— PalnEDU org—an award -winning ecﬁucatlonal Web site for healthcare
professionals who treat patients with pain

— PainKnowledge.org—an online resource for healthcare professionals that
supports optimizing the management of patients with pain

— painACTION.com—a consumer and provider Web site that informs and
supports the care of patients with chronic pain

do pro es ongoing s t to two innovative national traineeships
deS|gned for phySICIanS nurses and pharmacists in training:

— American Pain Society Residents’ Course—a two-day course for medical,
nursing, and pharmacy residents that focuses on the principles of pain
assessment and management

— American Society of Health System Pharmacists Traineeship—an intensive
self-study and experiential traineeship for pharmacists who provide specialized
services for patients in pain

=T D‘ ' 792&)87End0 Pharmaceulicgs AHrTghls reserved
E MAGEUTICAL

PROMISE® is a trademark of Endo Pharmaceuticals Inc. Privacy/Legal
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The Endo risk minimization action plan was developed to reduce and control the

potential risks of misuse, abuse, and diversion associated with opioid analgesics. It
focuses on appropriate drug labeling and promotion, controls on distribution,

proactive pharmacovigilance, extensive education of healthcare professionals,
patients and sales personnel, and support of clinically meaningful research. Key
elements include:

FDA-approved product labelling and responsible promotion: All informational
and promotional materials associated with our product(s) undergo stringent
reviews to ensure that they meet the guidelines identified by the FDA.

Divers C 1 the supply chain: Endo’s extensive opioid analgesic
expenence and establlshed procedures help ensure control of distribution.

Surveillz :: To identify and track regional misuse and abuse trends, Endo
utlllzes proactlve pharmacovigilance and a variety of sources for data gathering,
including the new National Addictions Vigilance Intervention and Prevention
Program (NAVIPPRO) monitoring system. This system, developed by Inflexxion,
provides real-time data to serve as an early warning system for misuse and
abuse across the country.

[ on: Educational intervention initiatives help healthcare
professmnals attempt lo reach the highest-risk age groups, including teens and
young adults. Support from Endo will help myStudentBody.com provide key drug
education, helping to prevent abuse and misuse of prescription medications
among college students.

s force training: All relevant company employees, especially
profe55|onal sales personnel are tramed in the medical issues associated with
opioid analgesics, the relevant regulations and laws, the appropriate use of opioid
medications, and risk management principles and responsibilities.

For more information about PROMISE™, please call Bill Newbould,
VP of Corporate Communications, at Endo at 1-800-892-6131

mr ©2007 Endo Pharmaceuticals. All rights reserved.

PHARMACEUTICALS PROMISE " is a trademark of Endo Pharmaceuticals Inc. Privacy/Legal
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Related Links
PROMISER HGinG The following links will direct you away from the PROMISE™ website. Endo
E‘;:‘:;‘;";":::::‘:ﬂsome « Pharmaceuticals is not responsible for the content on these sites and assumes no ligbility
EERAD ;,miew for the information they provide. Please report any broken links to webmaster@endo.com.

Relaterlinks Pain Management Organizations

® Academy of Managed Care Pharmacy
American Pain Society
American Society of Health System Pharmacists
American Academy of Family Physicians
American Academy of Pain Management
American Academy of Pain Medicine
American College of Physicians
American Medical Association
American Society for Pain Management Nursing
American Society of Pain Educators
Department of Health and Human Services Office of Women’s Health Initiative
Multinational Association for Supportive Care in Cancer
Oncology Nursing Society

® @ ® & & & @& & & & @& @

Pain Management Websites

® painACTION.com
® PainEDU.org
¢ StopPain.org

Resource Tools

® Database of State Laws, Regulations, and Other Official Governmental Policies
® Pain Assessment Inventory

® Patient/Physician Treatment Agreement
® SOAPP®

® PainKnowledge.org

Other Related Websites
® Inflexxion.org
® myStudentBody.com

For more information about PROMISE™, please call Bill Newbould,
VP of Corporate Communications, at Endo at 1-800-892-6131

©2007 Endo Pharmaceuticals. All rights reserved.
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PHARMACEUTICALS PROMISE™ is a trademark of Endo Pharmaceuticals Inc. Privacy/Legal
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EXTENDED-RELEASE TABLETS
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~® ABOUT OPANA® ER ABOUT OPIOIDS ot RESOURCES HELPFUL LINKS

'5' INDICATION

OPANA? ER is an opioid agonist
indicated for the relief of moderate
to severe pain in patients requiring

About opioids continuous around-the-clock opioid
treatment for an extended period of
time.

IMPORTANT SAFETY

Opioids are a type of medicine that is generally prescribed to manage pain, either by itself or in INFORMATION

combination with other treatments. The information contained in this website does not replace

talking with your healthcare provider about your pain treatment options, including medication. WARNII::I:(I;E'- ?E#SETES&%‘TML’

For information specific to OPANA® ER, click here. RESPIRATORY DEPRESSION.

,
ACCIDENTAL EXPOSURE, and =
INTERACTION WITH ALCOHOL
What is a long-acting opioid? Abuse Potential
How do long-acting opioids differ from short-acting opioids? OPANA® ER co"tai"s_ .
oxymorphone, an opioid
. . o agonist and Schedule Il
Are long-acting opioids addictive? controlled substance with an
abuse liability similar to other
How should | take my long-acting pain relief medicine to get the best pain relief? opioid agonists, legal or illicit.
Assess each patient's risk for
. ; opioid abuse or addiction prior
What should | do if | miss a dose? to prescribing OPANA® ER.
The risk for opioid abuse is
What happens if | take too much medicine? increased in patients with a
personal or family history of
= ” + substance abuse (including
What are the common symptoms seen following an overdose? [ +] drug or alcohol abuse or
addiction) or mental illness
Can | drink wine or other alcoholic beverages while taking long-acting opioids? (e.g., major depressive
disorder). Routinely monitor
What side effects will | have during treatment with a long-acting opioid? all patients recel\_lmg
OPANA?*® ER for signs of
g > N misuse, abuse, and addiction
Will | be able to drive and/or operate heavy machinery? during treatment.
| take several other medicines to treat other conditions. Is there a risk wgﬁp"atom
of an interaction between my pain medicine and these other drugs? Depression
Respiratory depression,
including fatal cases, may
occur with use of OPANA® ER,

MORE SAFETY INFO

IMPORTANT SAFETY INFORMATION

WARNING: ABUSE POTENTIAL, LIFE-THREATENING RESPIRATORY DEPRESSION,
ACCIDENTAL EXPOSURE, and INTERACTION WITH ALCOHOL

Abuse Potential

OPANA® ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to other opioid
agonists, legal or illicit. Assess each patient's risk for opioid abuse or addiction prior to prescribing OPANA® ER. The risk for opioid abuse is
increased in patients with a personal or family history of substance abuse (including drug or alcohol abuse or addiction) or mental illness
(e.g., major depressive disorder). Routinely monitor all patients receiving OPANA® ER for signs of misuse, abuse, and addiction during
treatment.

Life-threatening Respiratory Depression

Respiratory depression, including fatal cases, may occur with use of OPANA® ER, even when the drug has been used as recommended and
not misused or abused. Proper dosing and titration are essential and OPANA® ER should only be prescribed by healthcare professionals who
are knowledgeable in the use of potent opioids for the management of chronic pain. Monitor for respiratory depression, especially during
initiation of OPANA® ER or following a dose increase. Instruct patients to swallow OPANA® ER tablets whole. Crushing, dissolving, or chewing
OPANA® ER can cause rapid release and absorption of a potentially fatal dose of oxymorphone.

Accidental Exposure

Accidental ingestion of OPANA® ER, especially in children, can result in a fatal overdose of oxymorphone.

Interaction with Alcohol

The co-ingestion of alcohol with OPANA® ER may result in an increase of plasma levels and potentially fatal overdose of oxymorphone.
Instruct patients not to consume alcoholic beverages or use prescription or non-prescription products that contain alcohol while on
OPANA® ER.

LIMITATIONS OF USAGE
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OPANAE® ER is not intended for use as an as-needed (PRN) analgesic; for pain that is mild or not expected to persist for an extended period of time; for acute
pain; for postoperative pain unless the patient is already receiving chronic opioid therapy prior to surgery or if the postoperative pain is expected to be moderate
to severe and persist for an extended period of time.

CONTRAINDICATIONS

OPANA ER is contraindicated in patients with significant respiratory depression; acute or severe bronchial asthma or hypercarbia; known or suspected paralytic
ileus; moderate and severe hepatic impairment; hypersensitivity (e.g. anaphylaxis) to oxymorphone, any other ingredients in OPANA ER, or to morphine
analogs such as codeine; and conditions that increase the risk of life-threatening respiratory depression.

WARNINGS AND PRECAUTIONS

= Respiratory depression is the primary risk of OPANA ER. Respiratory depression, if not immediately recognized and treated, may lead to respiratory arrest
and death. Management of respiratory depression may include close observation, supportive measures, and use of opioid antagonists, depending on the
patient's clinical status.

= While serious, life-threatening, or fatal respiratory depression can occur at any time during the use of OPANA ER, the risk is greatest during the initiation of
therapy or following a dose increase. Closely monitor patients for respiratory depression when initiating therapy with OPANA ER, following dose increases,
and when OPANA ER is given concomitantly with other drugs that depress respiration. Respiratory depression is more likely to occur in elderly, cachectic, or
debilitated patients as they may have altered pharmacokinetics due to poor fat stores, muscle wasting, or altered clearance compared to younger, healthier
patients.

= Monitor patients for respiratory depression who have significant chronic obstructive pulmonary disease or cor pulmonale, and patients having a substantially
decreased respiratory reserve, hypoxia, hypercapnia, or pre-existing respiratory depression, particularly when initiating therapy and titrating with OPANA ER,
as in these patients, even usual therapeutic doses of OPANA ER may decrease respiratory drive to the point of apnea. Consider the use of alternative non-
opioid analgesics in these patients if possible.

= Hypotension, profound sedation, coma, or respiratory depression may result if OPANA ER is used concomitantly with other CNS depressants (e.g., sedatives,
anxiolytics, hypnotics, neuroleptics, other opioids). Additionally, consider the patient's use, if any, of alcohol or illicit drugs that cause CNS depression. If
OPANA ER therapy is to be initiated in a patient taking a CNS depressant, start with a lower OPANA ER dose than usual and monitor patients for signs of
hypotension, sedation and respiratory depression and consider using a lower dose of the concomitant CNS depressant.

= There is an increased risk in patients whose ability to maintain blood pressure has already been compromised by a reduced blood volume or concurrent
administration of certain CNS depressant drugs (e.g. phenothiazines or general anesthetics). Monitor these patients for signs of hypotension after initiating or
titrating the dose of OPANA ER.

= Monitor patients taking OPANA ER who may be susceptible to the intracranial effects of CO, retention (e.g., those with evidence of increased intracranial
pressure or brain tumors) for signs of sedation and respiratory depression, particularly when initiating therapy with OPANA ER. Opioids may obscure the
clinical course in a patient with a head injury.

= Avoid the use of OPANA ER in patients with circulatory shock; with impaired consciousness or coma; or with Gl obstruction.

= The oxymorphone in OPANA ER may cause spasm of the sphincter of Oddi. Monitor patients with biliary tract disease, including acute pancreatitis, for
worsening symptoms.

= The oxymorphone in OPANA ER may aggravate convulsions in patients with convulsive disorders, and may induce or aggravate seizures in some clinical
settings. Monitor patients with a history of seizure disorders for worsened seizure control during OPANA ER therapy.

= Do not abruptly discontinue OPANA ER. If OPANA ER is abruptly discontinued in a physically-dependent patient, an abstinence syndrome may occur. Use a
gradual downward titration of the dose every two to four days to prevent signs and symptoms of withdrawal.

= Infants born to mothers physically dependent on opioids will also be physically dependent and may exhibit respiratory difficulties and withdrawal symptoms.

= Chronic maternal use of oxymorphone during pregnancy can affect the fetus with subsequent withdrawal signs. Neonatal opioid withdrawal syndrome, unlike
opioid withdrawal syndrome in adults, may be life-threatening and should be treated according to protocols developed by neonatology experts.

= OPANA ER is not recommended during labor and delivery, pregnancy, or nursing.

= OPANA ER may impair the mental or physical abilities needed to perform potentially hazardous activities such as driving a car or operating machinery. Warn
patients not to drive or operate dangerous machinery unless they are tolerant to the effects of OPANA ER and know how they will react to the medication.

= Patients 65 years of age or older, patients with mild hepatic impairment, and patients with moderate to severe renal impairment have an increase in
oxymorphone bioavailability. For these patients on prior opioid therapy, start at 50% of the starting dose for a younger patient or a patient with normal hepatic
or renal function and titrate slowly and monitor closely for respiratory and central nervous system depression.

= In opioid-naive patients initiate OPANA ER using the 5 mg dose and monitor closely for respiratory and central nervous system depression.

= OPANA ER can be abused and is subject to criminal diversion. The high drug content in extended release formulations adds to the risk of adverse outcomes
from abuse and misuse. Proper assessment of the patient, proper prescribing practices, periodic re-evaluation of therapy, and proper dispensing and storage
are appropriate measures that help to reduce abuse of opioid drugs. Careful record-keeping of prescribing information, including quantity, frequency, and
renewal requests as required by state law, is strongly advised.

» OPANA ER is administered at a frequency of twice daily (every 12 hours). Administer on an empty stomach, at least 1 hour prior to or 2 hours after eating.

Risks Specific to Abuse of OPANA ER

= OPANA ER is for oral use only. Abuse of OPANA ER poses a risk of overdose and death. This risk is increased with concurrent abuse of OPANA ER with
alcohol and other substances. OPANA ER tablets must be taken whole, one tablet at a time, with enough water to ensure complete swallowing immediately
after placing in the mouth. Taking cut, broken, chewed, crushed, or dissolved OPANA ER enhances drug release and increases the risk of overdose and
death.

ADVERSE REACTIONS

= Adverse reactions reported at (22%) in placebo-controlled trials were: nausea, constipation, dizziness, somnolence, vomiting, pruritus, headache, sweating
increased, dry mouth, sedation, diarrhea, insomnia, fatigue, appetite decreased, and abdominal pain.

= In clinical trials there were several adverse events that were more frequently observed in subjects 65 and over compared to younger subjects. These adverse
events included dizziness, somnolence, confusion, and nausea.

= Post-marketing Experience - The following adverse reactions have been identified during post approval use of OPANA ER. Because these reactions are
reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal relationship to drug
exposure. Nervous system disorder: amnesia, convulsion, memory impairment.

DRUG INTERACTIONS

= Concurrent use of OPANA ER and other CNS depressants including sedatives, hypnotics, tranquilizers, general anesthetics, phenothiazines, other opioids,
and alcohol can increase the risk of respiratory depression, hypotension, profound sedation, or coma. Monitor patients receiving CNS depressants and
OPANA ER for signs of respiratory depression and hypotension. When such combined therapy is contemplated, reduce the initial dose of one or both agents.

= Mixed agonist/antagonist analgesics (i.e., pentazocine, nalbuphine, butorphanol, or buprenorphine) may reduce the analgesic effect of OPANA ER or may
precipitate withdrawal symptoms in these patients. Avoid the use of mixed agonist/antagonist analgesics in patients receiving OPANA ER.

= Cimetidine can potentiate opioid-induced respiratory depression. Monitor patients for respiratory depression when OPANA ER and cimetidine are used
concurrently.

= Anticholinergics or other medications with anticholinergic activity when used concurrently with opioid analgesics may result in increased risk of urinary
retention and/or severe constipation, which may lead to paralytic ileus. Monitor patients for signs of respiratory and central nervous system depression when
OPANA ER is used concurrently with anticholinergic drugs.

Please see full Prescribing Information, including boxed WARNING and Medication Guide for OPANA® ER.

Oxymorphone is also available in immediate release tablets and injectable form. For more information, please see full Prescribing Information for
OPANA® Tablets and OPANA® Injection.

Vermont prescribers, please see additional information for OPANA® ER.
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'5' INDICATION

OPANA? ER is an opioid agonist
indicated for the relief of moderate
to severe pain in patients requiring

About OPANA® ER continuous around-the-clock opioid
treatment for an extended period of
time.

A treatment option for moderate to severe chronic pain IMPORTANT SAFETY
INFORMATION
WARNING: ABUSE POTENTIAL,

The challenges of treating chronic pain are complex. OPANA® ER has been developed to help LIFE-THREATENING

manage many of those challenges. We recommend you read the following important RESPIRATORY DEPRESSION, .

a ) 9 - e ¢ ACCIDENTAL EXPOSURE, and =

information before you start taking OPANA® ER. This information does not take the place of

; i ) 3 o INTERACTION WITH ALCOHOL
talking with your healthcare provider about your medical condition or your treatment. Be sure to

share this important information with members of your household or other caregivers. Abuse Potential

OPANA*® ER contains
For a complete list of questions and precautions for OPANA ER, please review the full Prescribing oxymorphone, an opioid
Information, including its boxed WARNING and Medication Guide. agonist and Schedule Il
controlled substance with an
abuse liability similar to other
’ . X opioid agonists, legal or illicit.
IMPORTANT: Keep OPANA® ER in a safe place away from children. Accidental use by a Assess each patient's risk for
child is a medical emergency and can result in death. If a child accidentally takes obicid abiise oraddiction BriaE
OPANA ER, get emergency help right away. P e &
? to prescribing OPANA® ER.

The risk for opioid abuse is
increased in patients with a
personal or family history of

What is the most important information | should know about OPANA® ER? substance abuse (including
drug or alcohol abuse or
What is OPANA® ER? addiction) or mental illness
(e.g., major depressive
o disorder). Routinely monitor
Who should not take OPANA® ER? all patients receiving
OPANA?*® ER for signs of
What should | tell my healthcare provider before starting OPANA® ER? misuse, abuse, and addiction
during treatment.
How should | take OPANA® ER? Life-threatening Respiratory
Depression
What should | avoid while taking OPANA® ER? . .
Respiratory depression,
including fatal cases, may
What are the possible side effects of OPANA® ER? occur with use of OPANA® ER,
MORE SAFETY INFO
How should | store OPANA® ER?
General information about OPANA® ER
What are the ingredients in OPANA® ER?

IMPORTANT SAFETY INFORMATION

WARNING: ABUSE POTENTIAL, LIFE-THREATENING RESPIRATORY DEPRESSION,
ACCIDENTAL EXPOSURE, and INTERACTION WITH ALCOHOL

Abuse Potential

OPANA?® ER contains oxymorphone, an opioid agonist and Schedule Il controlled substance with an abuse liability similar to other opioid
agonists, legal or illicit. Assess each patient's risk for opioid abuse or addiction prior to prescribing OPANA® ER. The risk for opioid abuse is
increased in patients with a personal or family history of substance abuse (including drug or alcohol abuse or addiction) or mental iliness
(e.g., major depressive disorder). Routinely monitor all patients receiving OPANA® ER for signs of misuse, abuse, and addiction during
treatment.

Life-threatening Respiratory Depression

Respiratory depression, including fatal cases, may occur with use of OPANA® ER, even when the drug has been used as recommended and
not misused or abused. Proper dosing and titration are essential and OPANA® ER should only be prescribed by healthcare professionals who
are knowledgeable in the use of potent opioids for the management of chronic pain. Monitor for respiratory depression, especially during
initiation of OPANA® ER or following a dose increase. Instruct patients to swallow OPANA® ER tablets whole. Crushing, dissolving, or chewing
OPANA® ER can cause rapid release and absorption of a potentially fatal dose of oxymorphone.

Accidental Exposure

Accidental ingestion of OPANA® ER, especially in children, can result in a fatal overdose of oxymorphone.
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Interaction with Alcohol

The co-ingestion of alcohol with OPANA® ER may result in an increase of plasma levels and potentially fatal overdose of oxymorphone.
Instruct patients not to consume alcoholic beverages or use prescription or non-prescription products that contain alcohol while on
OPANA?® ER.

LIMITATIONS OF USAGE

OPANA® ER is not intended for use as an as-needed (PRN) analgesic; for pain that is mild or not expected to persist for an extended period of time; for acute
pain; for postoperative pain unless the patient is already receiving chronic opioid therapy prior to surgery or if the postoperative pain is expected to be moderate
to severe and persist for an extended period of time.

CONTRAINDICATIONS

OPANA ER is contraindicated in patients with significant respiratory depression; acute or severe bronchial asthma or hypercarbia; known or suspected paralytic
ileus; moderate and severe hepatic impairment; hypersensitivity (e.g. anaphylaxis) to oxymorphone, any other ingredients in OPANA ER, or to morphine
analogs such as codeine; and conditions that increase the risk of life-threatening respiratory depression.

WARNINGS AND PRECAUTIONS

= Respiratory depression is the primary risk of OPANA ER. Respiratory depression, if not immediately recognized and treated, may lead to respiratory arrest
and death. Management of respiratory deprassion may include close observation, supportive measures, and use of opioid antagonists, depending on the
patient's clinical status.

= While serious, life-threatening, or fatal respiratory depression can occur at any time during the use of OPANA ER, the risk is greatest during the initiation of
therapy or following a dose increase. Closely monitor patients for respiratory depression when initiating therapy with OPANA ER, following dose increases,
and when OPANA ER is given concomitantly with other drugs that depress respiration. Respiratory depression is more likely to occur in elderly, cachectic, or
debilitated patients as they may have altered pharmacokinetics due to poor fat stores, muscle wasting, or altered clearance compared to younger, healthier
patients.

= Monitor patients for respiratory depression who have significant chronic obstructive pulmonary disease or cor pulmonale, and patients having a substantially
decreased respiratory reserve, hypoxia, hypercapnia, or pre-existing respiratory depression, particularly when inttiating therapy and titrating with OPANA ER,
as in these patients, even usual therapeutic doses of OPANA ER may decrease respiratory drive to the point of apnea. Consider the use of alternative non-
opioid analgesics in these patients if possible.

= Hypotension, profound sedation, coma, or respiratory depression may result if OPANA ER is used concomitantly with other CNS depressants (e.g., sedatives,
anxiolytics, hypnotics, neuroleptics, other opioids). Additionally, consider the patient's use, if any, of alcohol or illicit drugs that cause CNS depression. If
OPANA ER therapy is to be initiated in a patient taking a CNS depressant, start with a lower OPANA ER dose than usual and monitor patients for signs of
hypotension, sedation and respiratory depression and consider using a lower dose of the concomitant CNS depressant.

= There is an increased risk in patients whose ability to maintain blood pressure has already been compromised by a reduced blood volume or concurrent
administration of certain CNS depressant drugs (e.g. phenothiazines or general anesthetics). Monitor these patients for signs of hypotension after initiating or
titrating the dose of OPANA ER.

= Monitor patients taking OPANA ER who may be susceptible to the intracranial effects of CO, retention (e.g., those with evidence of increased intracranial
pressure or brain tumors) for signs of sedation and respiratory depression, particularly when initiating therapy with OPANA ER. Opioids may obscure the
clinical course in a patient with a head injury.

= Avoid the use of OPANA ER in patients with circulatory shock; with impaired consciousness or coma; or with Gl obstruction.

= The oxymorphone in OPANA ER may cause spasm of the sphincter of Oddi. Monitor patients with biliary tract disease, including acute pancreatitis, for
worsening symptoms.

= The oxymorphone in OPANA ER may aggravate convulsions in patients with convulsive disorders, and may induce or aggravate seizures in some clinical
settings. Monitor patients with a history of seizure disorders for worsened seizure control during OPANA ER therapy.

= Do not abruptly discontinue OPANA ER. If OPANA ER is abruptly discontinued in a physically-dependent patient. an abstinence syndrome may occur. Use a
gradual downward titration of the dose every two to four days to prevent signs and symptoms of withdrawal.

= Infants born to mothers physically dependent on opioids will also be physically dependent and may exhibit respiratory difficulties and withdrawal symptoms.

= Chronic maternal use of oxymorphone during pregnancy can affect the fetus with subsequent withdrawal signs. Neonatal opioid withdrawal syndrome, unlike
opioid withdrawal syndrome in adults, may be life-threatening and should be treated according to protocols developed by neonatology experts.

= OPANA ER is not recommended during labor and delivery, pregnancy, or nursing.

= OPANA ER may impair the mental or physical abilities needed to perform potentially hazardous activities such as driving a car or operating machinery. Warn
patients not to drive or operate dangerous machinery unless they are tolerant to the effects of OPANA ER and know how they will react to the medication.

= Patients 65 years of age or older, patients with mild hepatic impairment, and patients with moderate to severe renal impairment have an increase in
oxymorphone bioavailability. For these patients on prior opioid therapy, start at 50% of the starting dose for a younger patient or a patient with normal hepatic
or renal function and titrate slowly and monitor closely for respiratory and central nervous system depression.

= In opioid-naive patients initiate OPANA ER using the 5 mg dose and monitor closely for respiratory and central nervous system depression.

= OPANA ER can be abused and is subject to criminal diversion. The high drug content in extended release formulations adds to the risk of adverse outcomes
from abuse and misuse. Proper assessment of the patient, proper prescribing practices, periodic re-evaluation of therapy, and proper dispensing and storage
are appropriate measures that help to reduce abuse of opioid drugs. Careful record-keeping of prescribing information, including quantity, frequency, and
renewal requests as required by state law, is strongly advised.

= OPANA ER is administered at a frequency of twice daily (every 12 hours). Administer on an empty stomach, at least 1 hour prior to or 2 hours after eating.

Risks Specific to Abuse of OPANA ER

= OPANA ER is for oral use only. Abuse of OPANA ER poses a risk of overdose and death. This risk is increased with concurrent abuse of OPANA ER with
alcohol and other substances. OPANA ER tablets must be taken whole, one tablet at a time, with enough water to ensure complete swallowing immediately
after placing in the mouth. Taking cut, broken, chewed, crushed, or dissolved OPANA ER enhances drug release and increases the risk of overdose and
death.

ADVERSE REACTIONS

= Adverse reactions reported at (22%) in placebo-controlled trials were: nausea, constipation, dizziness, somnolence, vomiting, pruritus, headache, sweating
increased, dry mouth, sedation, diarrhea, insomnia, fatigue, appetite decreased, and abdominal pain.

= In clinical trials there were several adverse events that were more frequently observed in subjects 65 and over compared to younger subjects. These adverse
events included dizziness, somnolence, confusion, and nausea.

= Post-marketing Experience - The following adverse reactions have been identified during post approval use of OPANA ER. Because these reactions are
reported voluntarily from a population of uncertain size, it is not always possible to reliably estimate their frequency or establish a causal relationship to drug
exposure. Nervous system disorder: amnesia, convulsion, memory impairment.

DRUG INTERACTIONS

= Concurrent use of OPANA ER and other CNS depressants including sedatives, hypnotics, tranquilizers, general anesthetics, phenothiazines, other opioids,
and alcohol can increase the risk of respiratory depression, hypotension, profound sedation, or coma. Monitor patients receiving CNS depressants and
OPANA ER for signs of respiratory depression and hypotension. When such combined therapy is contemplated, reduce the initial dose of one or both agents.

= Mixed agonist/antagonist analgesics (i.e., pentazocine, nalbuphine, butorphanol, or buprenorphine) may reduce the analgesic effect of OPANA ER or may
precipitate withdrawal symptoms in these patients. Avoid the use of mixed agonist/antagonist analgesics in patients receiving OPANA ER.

= Cimetidine can potentiate opioid-induced respiratory depression. Monitor patients for respiratory depression when OPANA ER and cimetidine are used
concurrently.

= Anticholinergics or other medications with anticholinergic activity when used concurrently with opicid analgesics may result in increased risk of urinary
retention and/or severe constination. which mav lead to paralvtic ileus. Monitor patients for sians of respiratorv and central nervous svstem depression when
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OPANA ER is used concurren'ﬂy with anticholinérgic drués.

Please see full Prescribing Information, including boxed WARNING and Medication Guide for OPANA® ER.

Oxymorphone is also available in immediate release tablets and injectable form. For more information, please see full Prescribing Information for
OPANA?® Tablets and OPANA?® Injection.

Vermont prescribers, please see additional information for OPANA® ER.
Intended for U.S. Residents Only
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Resources

When you've been trained to tough it out no matter what, looking for help doesn'’t always feel like the right thing to
do. But now you don't have to go it alone. We're here for you because we care.

And, because we want to help, we've collected a wide range of information that you might find useful. If you can't
find what you need, please let us know. We'll do our best to get you an answer. For now, please take a look at these
resources:

American Chronic Pain Association

Our Mission

= To facilitate peer support and education for individuals with chronic pain and their families so that these
individuals may live more fully in spite of their pain..

= To raise awareness among the health care community, policy makers, and the public at large about issues
of living with chronic pain.

= Visit the ACPA Pain Management Tools to find out how the ACPA can help you on your path to wellness.

Our VetsinPain Program

Mission
= To assist U.S. veterans who live with pain.

= As a project of the American Chronic Pain Association, we recognize the specific needs of U.S. veterans
and military personnel.

= In response, the VIP program provides education in pain management and a selection of other veteran-
oriented resources, including online access to ACPA peer support groups.

= Our virtual peer support groups are intended for veterans with transportation issues. Remember that virtual
meetings are not a substitute for face-to-face peer support group meetings.

Emergency Hotline for Veterans, 24 / 7 Call Center: 1-877-4aid-vet

VA Pain Management facilitate effective pain management by providing convenient, centralized access to resources
for the provision of pain services within the VA healthcare system.

Jobs

Build the attitude, knowledge, and skills you need to find a secure position, even when chronic pain threatens to
challenge your confidence in a rough job market.

= Feds Hire Vets — Information about the benefits available to you as a veteran seeking work
= VA Careers — VA.gov website of job postings within the VA System

= VA For Vets — Facilitates the reintegration, retention and hiring of Veteran employees at the Department of
Veterans Affairs (VA).

‘ Search l

| search |

Phone: 800.533.3231
Fax: 916.652.8190
Email: vip@theacpa.org

Combined Federal Campaign #10549

Angel Flight- Rest In Peace
Brothers and Sisters
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Veterans In Pain Facebook
Badge-Try It On!
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= VA Internship Programs — Information on VA Internship programs

= VetsJobs — America’s Premier Job Board

= VetSuccess — VetSuccess connects employers to Veterans and puts jobs geared toward Vets in an easily

accessible place on the web.

Housing
Get the word about shelter, whether your concern is homelessness, accessible housing, mortgage or rent payments,
VA home loans, preventing foreclosure, or a related problem.

= Homeless Veterans — VA Information for Homeless Veterans

= Local Homeless Veterans Coordinator — Find your local Homeless veteran coordinator (PDF Download)

Service Records & Awards
Nothing gets done without the right paperwork. Here’s a library of links for finding your records, navigating the proper
channels, or rounding up hard-earned medals, decorations, citations.

= Service Records — Information to obtain your service records

= Awards/Replacement Medals

HEO0E

CONTACTUS PRIVACY POLICY TERMS AND CONDITIONS
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Events

[ Search

Vets in Pain =

Presented by the American Chronic Pain Association

With so many of our veterans returning home, many with injuries, there is an increased need to help them to return m

to a full life. One of the major obstacles for so many of them is their injuries that, for many lead to chronic pain Phone: 800.533.3231

Fax: 916.652.8190
Email: vip@theacpa.org

problems. Our focus is to validate the impact of chronic pain among veterans and their families as we increase
knowledge about pain management among veterans so that they can improve the quality of their life and reduce
their sense of suffering. There are 14 events in select VA facilities in 2014, which will focus on pain management,
starting and maintaining peer lead groups for people with pain as well as how to maintain wellness. All veterans Combined Federal Gampaign #0549
and staff members are welcome to attend. There is no cost to attend these events. -

Objectives

= Explore the impact that pain has on the person with pain, their family, health care professionals and the Angel Flight- Rest In Peace
public, and what the ACPA provides. Brothers and Sisters

= Learn about the American Chronic Pain Association Ten Steps from Patient to Person. Understand what
the steps, what they mean and how to apply them to daily life.

= [dentify what it takes to establish a peer lead group for people with pain. Discuss what the ACPA provides
to potential facilitators and the basics of starting and maintaining a group.

VA Events 2014
For more information click on an event below. The events are open to all veterans, family members and health care
staff. You must register for the event by calling 800-533-3231.

Veterans In Pain Facebook
Badge-Try It On!

= February 24 ~ Atlanta, GA
= March 21 ~ Puerto Rico

= April 4 ~ San Francisco

= April 10 ~ Wichita, KS

= May 9 ~ Chillicothe, OH

= May 16 ~ August, ME

= May 29 ~ lowa City, IA

= June 4 ~ Orange, NJ

= June 13 ~ Little Rock, AR
= June 16 ~ Lexington, KY
= June 27 ~ Prescott, AZ

= July 22 ~ Fargo, ND

= October 2 ~ New York, NY
= October 10 ~ White City, OR

If there is not a VIP event scheduled in your area, contact the ACPA to recieve a copy of the Veterans in Pain
DVD. Call 1-800-533-3231 or Email acpa@theacpa.org

HEO0OEE

P-29829 _ 00106



CONTACTUS PRIVACY POLICY TERMS AND CONDITIONS

P-29829 _ 00107



https://web.archive.org/web/20160501043459/http://vetsinpain.org/

P-29829 _ 00108



INTERNET ARCHIVE ‘hllp://velsinpain,org/ ‘ MAR LILAS JUN

WAURGEATEENNG 72 caprres 01 I

5 May 2008 - 8 Mar 2022 | A i 2015 pdiliy 2017 ¥ About this capture

:w Lo aadad
—

~_

—— VETERANS

| N PAIN

BECAUSE WE UNDERSTAND

ABOUT US RESOQOURCES EVENTS

Welcome.

Vets in Pain

[ Search
Presented by the American Chronic Pain Association

| Search |

With so many of our veterans returning home, many with injuries, there is an increased need to help them to return

to a full life. One of the major obstacles for so many of them is their injuries that, for many lead to chronic pain m
problems. Our focus is to validate the impact of chronic pain among veterans and their families as we increase

knowledge about pain management among veterans so that they can improve the quality of their life and reduce Phone: 800.533.3231

their sense of suffering. We are in the process of scheduling these events in select VA facilities in 2016 (PART OF Fax: 916.652.8190

THE SCHEDULE IS BELOW), which will focus on pain management, starting and maintaining peer lead groups for Email: vip@theacpa.org

people with pain as well as how to maintain wellness. All veterans and staff members are welcome to attend.

There is no cost to attend these events. Combined Federal Campaign #10549

Objectives:

Explore the impact that pain has on the person with pain, their family, health care professionals and the
public, and what the ACPA provides.

Angel Flight- Rest In Peace
Brothers and Sisters

Learn about the American Chronic Pain Association Ten Steps from Patient to Person. Understand what
the steps, what they mean and how to apply them to daily life.

Identify what it takes to establish a peer lead group for people with pain. Discuss what the ACPA provides
to potential facilitators and the basics of starting and maintaining a group.

VA Events 2016

The events are open to all veterans, family members and health care staff. You must register for the event by
calling 800.533.3231

March 30, 2016, Mather, CA
Veterans In Pain Facebook
April 28, 2016, Salisbury, NC Badge-Try It On!

May 2, 2016, Reno, NV
May 18, 2016, Topeka, KS
May 25, 2016, Tampa Bay, FI
June 1, 2016, Cincinnati, OH

August 2, 2016, Detroit, Ml

We'd like to thank you for your service, and for your sacrifices. In return, we hope that in these pages you'll find
information you can use as you make your journey to a fuller, more rewarding life. We're glad you're here

ACPA - Living with Pain Video Series

i ) Y American Chronie Pain Asociation Veterans In Pain
\ v J
Now Playing: | Select a Video - Play All

Many of our veterans are retuming home with ife-

changing injuries, Chronic pain is one of the major
obstacles to retuming to a full ife.

In this video we explore the coping skills you need
to deal with ongoing pain. It aiso can help you
improve communication with your health care
professionals and become an active member of
your treatment team.
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Downioad Transcrpt Disclaimer ACPA Home
Veterans, check out the video we have made for you! Veterans In Pain Video

Please contact the American Chronic Pain Association at 1-800- 533-3231 to receive your free copy.

Pathways to Safer Opioid Use

. opioid-related recommendations outlined in the National
J PDIOIC L B | = Action Plan for Adverse Drug Event Prevention (ADE
Action Plan). The training uses the principles of health
literacy and a multimodal, team-based approach to
promote the appropriate, safe, and effective use of opioids to manage chronic pain.

Pathways to Safer Opicid Use is an immersive,
PAT HWAYS interactive training tool that was designed using the

This web-based training allows you to assume the role of 4 playable characters who make decisions — controlled by
you — about preventing opioid-related adverse drug events (ADEs). The characters represent the following
roles: primary care physician, nurse, pharmacist, andpatient.

In this behavior-based training using interactive video, you will learn how to:
= Apply health literacy strategies to help patients understand and act on information to prevent opioid-related

ADEs

= Identify individual risk factors, opioid medications, and interactions that place individuals with chronic pain
at increased risk for opioid-related ADEs

= Recognize the importance of a multidisciplinary, team-based approach to treating patients with chronic pain

= Demonstrate the ability to combine the principles of the Health Literate Care Model and the
biopsychosocial model of chronic pain management through case study examples

Please, take a minute to complete our survey-we want to hear from you! ACPA Pharmacist Relationships
Combined Federal Campaign #10549

f [w]=| &

CONTACT US PRIVACY POLICY TERMS AND CONDITIONS
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About the NIPC

More than half of all Americans suffer from chronic or recurrent pain. Daily,
physicians are faced with finding safe and effective methods and treatments to
provide optimal pain relief for their patients.

The Nalional Initiative on Pain Control® (NlPC‘E)‘ through numerous educalional
venues, offers innovative, interactive, and practical activities that support the
Initiative's goals

NIPC educational activities highlight the magnitude of the problem, providing
guidance in pain assessment, and offer proven strategies for pain management,
all with the aim of improving patient outcomes.

Al NIPC programs are developed and continuously evaluated by the NIPC Education Council, an expert
multidisciplinary team of specialists, researchers, and practicing physicians in pain management. The NIPC
Faculty includes nationally respected experts in the pain management field.

Examples of NIPC activity formats are:

+ DINNER DIALOGUES® + CONFERENGE LINE® Seminars « Saturday Seminars

« Webcasts » Newsletters » CD-ROMs

Examples of NIPC content areas include:

« Persistent Pain

« Postoperative Pain

« Opioid Analgesia

« Neuropathic Pain
Educational Goals of the NIPC

Elevate the importance of managing the patient with pain by heightening physician and healthcare provider
awareness of the impact of pain on the patient’s daily living and societal burdens

Empower physicians to differentiate types of pain, resulting in improved precision in diagnosis and
therapeutic decisions.

Provide physicians with the latest advances and strategies in pain management and translate clinical data
into clinical practice utility.

Emphasize importance of tolerability, safety, and nontoxicity in selecting effective pain therapies.

Address barriers to achieving pain control and common misconceptions regarding use of pain therapies.

Here's what past attendees had fo say about NIPC activities:
“Best CME activity that | have participated in and | have been in practice for over 30 years.”

“Timely presentation on one of the most critical issues facing practitioners today. The subject matter was well
presented as to the advantages for the physician and patient.”

“I recently received your CD-ROM containing the Opioid Analgesia Tool Kit. | found it to be extremely well
done and very informative. Would it be possible to obtain more copies of it to distribute to our pain
physicians?”

"How do we get more of our colleagues to attend these meetings? There is so much information out there
regarding the treatment of pain, and they really need to hear these programs. I've been to the last two and |
plan on attending more that are offered.”

Copyright © 2006 Thomson Professional Posigraduate Services®. All rights reserved. Disclaimer | Privacy. Statement
ledge.org is sponsored by Thomson Prof e Sen Secaucus, NJ

aduats Tvices J
ge.org is supported in part by an unrestricted educational grant from Endo Pharmaceuticals Inc
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FORGOT YOUR PASSWORD? | NOT REGISTERED?

CEU & SPOTLIGHT & ROUNDTABLE +* ARTICLES +" TOOLS &' PUBLICATIONS #* OPIOID RISK MANAGEMENT «* RESOURCES

You need to upgrade your Flash Player. This is an educational website for clinicians, teaching about pain manag and the of chronic
pain patients for opioid and pain killer addiction. It is a comprehensive resource and is based on the latest scientific information about pain management
and treatment. The topics were developed with input from pain management professionals. The information included at this site was chosen based on
clinician interests, best practices in the field and a desire to deliver health education in an interactive manner. We seek to provide ideas and strategies
that help educate clinicians and improve the overall treatment and care of chronic pain while preventing opioid and pain killer addiction. The Current
Opioid Misuse Measure (COMM) will help clinicians identify whether a patient, currently on long-term opioid therapy, may be exhibiting aberrant
behaviors associated with misuse of opioid medications, also known as pain killer addiction. In contrast, the Screener and Opioid Assessment for
Patients with Pain (SOAPP) is intended to predict which chronic pain patients, being considered for long-term opioid therapy, may exhibit behaviors
indicating future opioid or pain killer addiction. Since the COMM examines concurrent misuse, it is ideal for helping clinicians monitor patients’ aberrant
medication-related behaviors over the course of treatment.

B S8 3 > ~

PainEDU PAINWeek® 2011
Scholarship

Massage Therapy for Pain Conditions
Update on Postherpetic Neuralgia

— ‘A S
Concerned about prescribing opioids for chronic

Request your copy of the Inflexxion Health Series

pain? publications.
Screener and Opioid The PainEDU.org Manual
Assessment for Patients A Pocket Guide to Pain Management, 3rd Ed.
with Pain (SOAPP?) Updated on line quarterly
The Scre and Opioid _" for Patients NEW!
wrtp'Fam SOAPP) is ::;lef paper afr;f::::::inﬂi:o Ma'ga-g'-ng Cchroni;: Zaé-r:rv;’-th Opioids
patients being considered for long-term opioid in Frimary Care, Zn ition
Online Interactive Course treatment.
This interactive, online pain management L Cross-Cultural Pain Management
course is designed for: Current Opioid Misuse Effective Treatment of Pain in the H%panic
Measure(COMM)*® Population
Physicians Nurses e =
The Current Opioid Misuse Measure (COMM) will - <
P : Psy : help clinicians identify whether a patient, currently Your Guide to Pain Management
= on long-term opioid therapy, may be exhibiting A Road Map for painACTION.com
aberrant behaviors associated with misuse of opioid
medications.

Earn NO COST continuing Click here to order, download or view
education credits right now! publications and the quarterly Manual
update; it's free!

Newsletter «* Tell a Colleague «* Rate This Site «* Terms of Use «* About Us «* ContactUs " Site Map
Last Update
2/23/12011

©2003 - 2011 Inflexxion®, Inc. All rights reserved.
PainEDU.org is supported by Endo Pharmaceuticals, Inc., King Pharmaceuticals, Inc. and Actavis Elizabeth, LLC
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Adobe Flash Player is no longer supported

INFLEXXION HEALTH SERIES

The PainEDU Manual

ViEw BLE OF CONTENTS

PainEDU Manual Table of Contents

Page 1 A Pocket Guide to Pain Management
Egg Managing Chronic Pain with Opioids in Primary Care, 2nd Edition
7 7 Cross-Cultural Pain Management
Opioid Guide Effective Treatment of Pain in the Hispanic Population
Table of Contents
Preface Your Guide to Pain Management
Step-wise Guide A Road Map for painACTION.com

To get your FREE copies by mail or to download your Guide to Pain Management, LOGIN or
REGISTER.

The PainEDU Manual
A Pocket Guide to Pain Management

This is the 4th edition of a comprehensive pain resource for .
health care providers. Expanded with new up-to-date content, Pain ..Manual
the manual provides an overview of pain epidemiology, ey
pathophysiology, types of pain, assessment, measurement S -
tools, diagnostic testing and treatment.

Published: 2010

Authors: Kevin L. Zacharoff, M.D., Lynette A. Menefee Pujal,
Ph.D., and Evelyn Corsini, M.S.W.

ISBN:

Published:

Authors:

Physical Format:

Electronic Format:

To get your FREE copies by mail or to download your Guide Pain Management, LOGIN or
REGISTER.

Managing Chronic Pain with Opioids in
Primary Care, 2nd Edition " .
Managing Chronic
This user-friendly guide provides easily accessible information Pain with Oploids
to practicing clinicians that addresses their concerns about in Primary Care
prescribing opioids, while at the same time providing for the safe
and effective treatment of their patients with chronic, moderate
to severe pain.This provides clinicians suggestions to preparing
a practice, guidelines to assess risk, and practical tips on the
long-term management of patients with opioids. This new edition
adds a significant amount of new content, including a summary
of recent guidelines and important regulatory issues that will
likely affect all health care providers that utilized opioids for
chronic pain management in the primary care setting.
Published: 2010
Authors: Kevin L. Zacharoff, MD, Bill H. McCarberg, MD and
Lori Reisner, PharmD, FCSHP, Synne Wing Venuti, MSW
ISBN:

Published:

Authors:

Physical Format:

Electronic Format:
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Last Update
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CERTIFIED
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Cross-Cultural Pain Management
Effective Treatment of Pain in the Hispanic
Population

This addition to the Inflexxion Health Series provides guidance
to clinicians affected by the cultural transformation that is taking
place in the United States. While this book offers details about
some of the issues that may separate Hispanic patients from
others, its primary purpose is to minimize these differences to
reach common ground. The focus of the text is to help establish
mutual understanding and communication between healthcare
providers and Hispanic patients, which is critical to quality care.
Published: 2009

Authors: Kevin L. Zacharoff, M.D, Joanne Zeis, Kezia Frayjo,
Emil Chiauzzi, Ph.D., Margarita Reznikova

Cross-Cultural
Pain Management

ey —

LS

ISBN:

Published:

Authors:

Physical Format:

Electronic Format:

To get your FREE copies by mail or to download your Guide Pain Management, LOGIN or

REGISTER.

Your Guide to Pain Management
A Road Map for painACTION.com

This Guide is a useful adjunct to the PainACTION.com website
for patients with chronic pain. It gives them access to detailed
information about building productive partnerships with
healthcare providers, and ways to develop effective skills for
self-management, communication, and coping. Specific topics
cover important aspects of the chronic pain ?journey?, including
safe use of prescription pain medications, managing back pain,
migraine pain, and cancer-related pain. Much of the information
is useful for patients dealing with any type of chronic pain.
Published: 2009

Authors: Kevin L. Zacharoff, M.D., Emil Chiauzzi, Ph.D., Evelyn
Corsini, M.S.W. Pravin Pant, Synne Wing Venuti, M.S.W.,
Roanne Weisman

ISBN:

Published:

Authors:

Physical Format:

Electronic Format:

PainEDU.org is supported by Endo F

©2003 - 2011 Inflexxion®, Inc. All rights reserved.

Newsletter +* Tell a Colleague <" Rate This Site «* Terms of Use «* AboutUs «* ContactUs «* Site Map

Inc. and Actavis Elizabeth, LLC
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PainKnowledge.org

Home Site Map About the NIPC Contact Us FAQs Register |i| My Briefcase

Search PainKnowledge.org Frequently Asked Questions (FAQs)

: @ You can find the most frequently asked questions and answers about the website here. If you have any
questions that are not addressed in this section, please contact us and we will respond to them.

How do | change my password?
To change your password, click the "My Praofile"” link on the top navigation manu

Meet the Faculty

Perry G. Fine, MD
Chairman

20

{ > View all faculty. : ] S )
= : What if the site does not recognize my email address and password?
To confirm that you are using the correct email address and password, please click on "Forgot Password"
and enter your email address. Instructions about how to change your password will be emailed to you
within minutes. Should the database still not recognize you, call Customer Service at 1-888-227-6469.

u- _l“‘
: How do | contact you if | have a question?

Click on contact us or email info@painknowledge.org.

b ]

>0

ONSITEINSIGHT

Read the latest news.
receive free CME credit

ANCCH

Is there any main sponsor of this website?
PainKnowledge.org is sponsored by Thomson Professional Postgraduate Services®, Secaucus NJ.

>0

R A (e ST 1TV S

i "

Q: Where can | locate the copyright information for this website?

A: All materials shown on this website, unless otherwise indicated, are copyrighted materials created by the
copyright owner, Thomson Professional Postgraduate Services® (PPS). Copyright © 2006 - 2007
Thomson Professional Postgraduate Services®. Al rights reserved. Copying, reproduction,
retransmisslon, distribution, publication, commerclal exploltation or other transfer of these materlals or
any portion thereof is prohibited. Neither these materials nor any portion thereof may be downloaded or
stored except for personal and noncommercial use. National Initiative on Pain Control and the NIPC are
trademarks used herein under license.

: Is there a way for me to receive hard copies of the slides?
No, we do not produce hard copies of the slides. However, you may download the slides for personal and
noncommercial use. All materials shown on this website, unless otherwise indicated, are copyrighted
materials. Please refer to our copyright statement.

bl 2

: Where are slide reference citations listed?
This information may be found in the footer section of each slide.

>0

THOMSON

© 2006 Thomson Professional Postgraduate services®. All rights reserved Disclaimer | Privacy Statement

ledge.org is sponsored by Thomsen Professional Postgradi Services™, Sec:
ledge.org is supported in part by an unrestricted educational grant from Endo Pl

PROFESSIONAL .
POSTGRADUATE SERVICES uticals Inc
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5. Frequently Asked Questions

“" TOPICS

Search this site: | | co |

about opioid safety.

* Should | stop using all other pain relievers when taking opioids?

* Is it best to take as little of the opioid medicine as possible?

* Do | really need to avoid all alcohol while taking opioids?

* Can | drive a car while taking opioid pain relievers?

* | have no place to lock up my opioid medicines — what can |
do?

* What is wrong with sharing a small amount of opioids with a friend or relative?

" Why is it unsafe to open capsules or crush tablets to make taking opioids easier?

* Could | eventually become addicted to opiocid pain relievers?

" What if the opioid medicine stops helping my pain after awhile?

" What causes opioid withdrawal?

* What if | am running out of opioids before my next appointment?

* When can | stop taking the opioid medicines?

* | hear that opioids cause constipation — what can be done?

* What if | become pregnant while taking opioid medicines?

* Why should | always use the same pharmacy to fill opioid prescriptions?

* There is an awful lot to remember about opioid safety — what should | do?

* What if | cannot afford to buy the prescribed opioid medicines?

@ Should | stop using all other pain relievers when taking opioids?

#\ Opioid pain relievers may be all that you need to take; however, this should be
decided between you and the healthcare provider who prescribes opioids for you. Be
certain to tell the prescriber and your pharmacist about all medicines and other
substances you have been taking, whether or not for pain. This includes over-the-
counter products, herbs, and vitamins. Also, it is very important for your safety that
the healthcare provider know the amount of alcohol you drink and if you have been
using marijuana or “street drugs.”

Back to Top of FAQs

@ |s it best to take as little of the opioid medicine as possible?

A The best amount of opioid medicine to take is exactly what was prescribed for you.
Skipping regularly scheduled doses when your pain is weaker, or sometimes taking
less medicine than prescribed to make it last longer and save money, could result in
your pain getting out of control. If this happens, taking more than the prescribed
amount to relieve the pain could be dangerous. Always take opicids that were
precribed for use “as needed” or for breakthough pain according to the prescriber’s
instructions. If your opioid medicine is not working for you the way you would like it
to, or its cost is straining your budget, talk to your healthcare provider about your
concerns.

Back to Top of FAQs

@ Do | really need to avoid all alcohol while taking opicids?

# Drinking any alcohol — whether beer, wine, or hard liquor — while A
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A When first starting an opioid medicine, or after a dose increase, you
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of alcohol can increase opioid sedative effects, making you feel
drowsy, confused, or dizzy. You could easily fall and hurt yourself.
Too much alcohol combined with opioids can cause drug overdose
and possibly kill you. And, it is impossible to know in advance how
much is “too much” alcohol. At the least, if you still want to have an
occasional drink while taking opioids, discuss it first with your healthcare provider.

Back to Top of FAQs

@ Can | drive a car while taking opioid pain relievers?

should avoid driving a car or operating any potentially dangerous
equipment, such as a lawnmower or power tools. This is for your own
safety as well as to protect other persons. Until your body becomes
accustomed to the opioids you may feel sleepy, less alert, and have
slower reaction times, which can result in serious accidents. After
awhile, you will probably be able to drive again and operate equipment, but you
should ask your healthcare provider about this whenever opioids are being
prescribed or the dose is being changed. It is important to remember that you may
have poorer ability to drive or perform other tasks that require attention and skill even
if you do not feel sleepy or otherwise different.

Back to Top of FAQs

@ | have no place to lock up my opioid medicines — what can | do?

£ While it may seem inconvenient to keep medicines locked up, you ~

need to safeguard your opioids as you would your jewelry or money. 1
Other persons who you least suspect — visitors or workers coming :
into your home, friends, or even close family — may look for opioids

that they can use for their own pain, or abuse to get “high,” or sell to N
others. Children or pets may innocently get into opioids that are not

locked away and poison themselves. You could be a source of drugs that seriously
harm others, and you will not have the medicine you need for pain.

Lock around your home; perhaps, there is a locking drawer or file cabinet where you
can store your opioids. If not, many hardware and office supply stores sell locking
metal boxes (sometimes called “cash boxes”). You also can purchase special locking
containers for medicines on the Internet <click here for sources>. Be certain to share
an extra key or the lock combination with someone you trust.

Back to Top of FAQs

© What is wrong with sharing a small amount of opioids with a friend or relative?

A\ There are at least four reasons for never sharing opioids with others,

whether it is for their pain or other reasons: '

(1) A single opioid capsule, tablet, or patch could kill someone who is
not used to taking the drug;

(2) Even if the person has their own prescription for an opioid pain reliever, your
particular opioid and the dose may not be the same and could make them very sick;

(3) By sharing, you may run out of your opioid medicine sooner and not be able to
get a refill to treat your pain;

(4) It is against the law to share opioids with others, whether for free or for money —
it is considered illegal drug diversion and you could be arrested.

Many people believe, correctly, that the police are not peeking in their windows to
see if they are sharing opioids with others. However, if a person is harmed from the
“borrowed” opioid and ends up in the emergency room or dead, the police will be
asking where they got the drug — and you are the offender. So, you are not doing
the other person, or yourself, a favor by sharing even a small amount of your opioid
medicine, and you could accidentally do them great harm.

Back to Top of FAQs

@ Why is it unsafe to open capsules or crush tablets to make taking opioids easier?

A If you have trouble swallowing solid medicines discuss this with your 5
opioid prescriber. Most opioid medicines are made to deliver a m
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specific amount of the drug during a specific period of time. Opening U
capsules or crushing tablets of opiocids may give you too much opioid

in too short a time, which can make you sick or cause harmful

overdose. There are liquid formulations of many opioids, and there are certain
opioids that can be opened, cut, or crushed, but you need to check first with your
opioid prescriber or pharmacist for directions. Also, if you have been prescribed
opioid patches, they should never be cut — applying only part of a patch could
release too much of the medicine too quickly into your body and be very harmful.

Back to Top of FAQs

@ Could | eventually become addicted to opioid pain relievers?

A Many persons who must take opioid medicines for some time are ’
afraid that they will become drug addicts. However, this very rarely
happens IF the opioids are taken for pain relief and exactly as ¥

instructed by the opioid prescriber. Addiction is actually a physical

and mental disease that may develop if a person wrongly uses

opioids to feel “high” or to change their mood rather than for pain

relief. After awhile, the person loses control and cannot stop abusing opioids, even
though it is not helping their pain and is ruining their work or school, social, and
family lives.

Addiction is not a natural side effect of taking opioid pain relievers. It is more likely to
occur in a person who has had substance abuse or addiction problems in the past
(including alcoholism). Or, since it can be hereditary, you may be more likely to
develop addiction if close family members have had problems with drugs or alcohol.
You should tell your opioid prescriber if you or a family member has had such
problems. You can still be prescribed opioids for pain, but certain precautions can be
taken to help protect you from becoming addicted to the medicine. Opioid addiction
is often confused with tolerance to the medicine or physical dependence on it, and
these conditions are discussed in the next two questions. Also, you can <click here>
for more information on addiction.

Back to Top of FAQs

@ What if the opioid medicine stops helping my pain after awhile?

A Over time, as your body gets used to the opioid medicine, it may not seem to provide
the same amount of pain relief. It is possible that your pain condition has gotten
worse, or you may have developed tolerance to opioid pain-relieving effects. That is,
it seems to take more opioid to provide the same amount of pain relief. This does not
always happen and it does NOT mean that you have become addicted to the
medicine. Your healthcare provider may instruct you to take more of the opioid or
take it more often. However, never change the dosing on your own, as this could be
dangerous. In some cases, the prescriber may switch you to a different opioid
medicine — fortunately, there are many different types of opioids available.

Back to Top of FAQs

@ What causes opioid withdrawal?

4 As your body gets used to a steady amount of opioid medicine each day, you may
become physically dependent on it. In that case, suddenly reducing the amount or
stopping the medicine entirely can cause “withdrawal.” This also can occur if you
start taking another medicine that reduces effects of the opioid — called a “drug
interaction.” Opioid withdrawal typically is not harmful, but it can feel quite
unpleasant and even painful — somewhat like having a very bad case of the flu.
Physical dependence and withdrawal can naturally occur after opioids are taken for
some time and, by themselves, are NOT signs of addiction. Uncomfortable
withdrawal can be avoided if the opioid dose is very gradually reduced over time, as
directed by your opioid prescriber. For more information on what withdrawal is like
<click here>, and be sure to tell your healthcare provider if you start having
withdrawal signs or symptoms.

Back to Top of FAQs

@ What if | am running out of opioids before my next appointment?

A The important question you will be asked is, “Why are you running out
early?” There are at least four situations to consider:

(1) Did your pain get worse and you took more opioid medicine than
was prescribed? You should call your opioid prescriber before
chanaging the dose on your own.
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(2) Was your opioid medicine lost or ruined for some reason? You should call the
prescriber right away if that happens.

(3) Was your opioid medicine stolen? You should file a police report, get a copy of
the report, and then call the opioid prescriber.

(4) Did you share part of your opioid medicine with someone else? You should never
do this as it might harm or even kill the other person, and it is against the law.

Remember, you are responsible for taking your opioid medicine only as prescribed
and keeping it safe. So, depending on what happened, your prescriber may be
concerned that you are not following directions or protecting the opioids as you
should. You might not receive a refill before your next scheduled appointment. For
advice on how to deal with running out of opioid medicine before your prescription
can be refilled or if you cannot get prescription refills after a disaster — for example,
a hurricane, flood, earthquake, or fire — or for some other reason <click here>.

Back to Top of FAQs

© When can | stop taking the opioid medicines?

A As long as opioids are helping to control your pain, and you have a better quality of
life because of it, you may need to continue taking the medicines for an indefinite
period of time. Taken as directed, along with proper medical care, opioids have a
good safety record. On the other hand, persistent pain without any relief can be
harmful physically and mentally. At some point, you may want to reduce or stop the
opioid to see if your pain is still there or bearable without the medicine; however, talk
to your healthcare provider about this first. If you stop taking opioids on your own you
may suffer uncomfortable withdrawal.

Back to Top of FAQs

@ | hear that opioids cause constipation — what can be done?

A Constipation — having irregular or difficult bowel movements — is a
common problem with all opioid medicines. Opioids naturally slow the
movement of food through the intestine and bowel; although, some
people are more bothered by this than others. You should ask your
healthcare provider about constipation whenever opioids are being
prescribed, and be sure to mention if you already have constipation. Diet and
exercise can help ease constipation and there are prescription medicines that can
help. You can also ask your pharmacist about an over-the-counter product to ease
constipation due to opioids. Do not select a product on your own without getting
professional advice, since some products can make opioid-related constipation
worse.

Back to Top of FAQs

© What if | become pregnant while taking opioid medicines?

A Tell your opioid prescriber if you are planning to get pregnant or as
soon as you think you may be pregnant. Some studies suggest there
is a very small chance of a baby having certain birth defects if the
mother takes opioids early in pregnancy. In most cases, opioids do
not harm the developing baby if taken exactly as prescribed for pain,
but the type of opioid or the dose may need to be changed so that
the baby is not born dependent on opioids with uncomfortable
withdrawal symptoms. In some cases, you and the prescriber may decide on another
medicine or approach for relieving your pain.

Back to Top of FAQs

@ Why should | always use the same pharmacy to fill opioid prescriptions?

A Getting all of your prescriptions filled at the same pharmacy — or the same chain of
pharmacies if they are linked by computer — is for your safety and convenience.
That way the pharmacist will know of all medicines that you are taking and will notice
if any of them may not work well together or be harmful when taken together. Also,
once they know of your regular prescriptions, most pharmacies will be certain to
keep the medicines that you need, including opioids, in stock and some will alert you
before it is time for refills.

Back to Top of FAQs
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@ There is a lot to remember about opioid safety — what should | do?

A Yes, there is a lot to remember. However, once you learn the basic “rules of the road”
when it comes to opioid safety, you also should be able to use your other medicines
more safely to help protect yourself and others. As a handy reminder, <click here> to
download and print a one-page opioid safety information sheet. Be sure to also
share it with family or friends who help to take care of you. And, regularly come back
to this Opioids911-Safety program to refresh your memory.

Back to Top of FAQs

@ What if | cannot afford to buy the prescribed opioid medicines?

A Paying for medicines, including opioid pain relievers, can be difficult
for many patients, whether or not they have some form of healthcare
insurance. However, help is available for those who look for it. For
one thing, there are Patient Assistance Programs, or PAPs, run by
pharmaceutical companies, which provide free medicines to people
who cannot afford to buy them. In the United States, there also are many federal,
state, and local programs offering help with the costs of medicines for families and
individuals needing assistance. At the least, there are organizations offering discount
cards free of charge that provide large savings on medicines at participating
pharmacies. Here are several websites based in the USA that are worth looking into:

= RxAssist.org — this website has an extensive list of PAPs, offers a prescription
discount card, and has worthwhile articles and other information for healthcare
professionals and patients. (USA Phone: 401-729-3284.)

= NeedyMeds.org — provides a free drug discount card and links to PAPs,
government programs, and other helpful resources.

= Partnership for Prescription Assistance — provides a single point of free access
to 475+ public and private assistance programs, including nearly 200 offered by
pharmaceutical companies. (USA Phone: 888-477-2669.)

= RxHope.com — offers personalized assistance online for use by healthcare
providers and their patients in applying to the various PAPs for aid. (USA Phone:
877-267-0517.)

Examine all 4 websites to see which might be best for your needs. Drug discount
cards are available right away. However, applying for assistance programs will
require you to fill out some paperwork, and you also may need the support of
your opioid prescriber to qualify. It can take some weeks before assistance is
provided, so you should seek help right away if you think you will be needing it.

Back to Top of FAQs

Return to Home Page
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A. What opioid problems should | be prepared for?

Opioid pain relievers can be safe and effective IF you follow the directions from your
healthcare providers and you take steps to avoid possible problems or risks. Here are
some concerns to think about...

* Opioid medicines will not work as they should if you do not take them exactly as you
are instructed by the prescriber.

* Opioids can be harmful if you take too much of the medicine or take it too often. This
can lead to opioid overmedication or overdose.

* A serious risk of opioid medicines is called “respiratory depression,” which is
dangerously slow or weak breathing.

* Opioid medicines also can cause certain troublesome side effects, most commonly
constipation, nausea, or sedation.

* Constipation due to opioids may not go away, so you should ask your opioid
prescriber about how to treat this.

* Nausea may last about 3 to 4 days, and there is medicine that can help with
this.

* Sedation — feeling tired and groggy — may last 3 to 4 days after starting
opioids or when the dose is increased.

E A complete list of opioid side effects is available <here>.

* Opioid medicines can be harmful to you if they are taken with alcohol or illegal drugs,
or with certain other prescribed medicines.

* If others — adults, children, or pets — get hold of and swallow your opioid medicines
it could injure them, possibly even causing death.

* Sharing your opioid medicine with anyone else is against the law and
could do them great harm, possibly killing them. a

* If you ruin your opioid medicine, lose it, or it is stolen you may not be
able to get it replaced until it is time for the next refill.

Knowing about what can go wrong is a first step in avoiding the problems or risks.
Below are helpful next steps.

Back to Top of Section 3

‘ B. How can opioid problems be avoided?
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Opioid pain relievers, and many other medicines, can be
dangerous if they are not used properly or are used by

You are a

persons for whom they were not prescribed. Therefore, YOU Partner in
are responsible for following certain safety steps to avoid Opioid
problems. There are many things to remember but most of Safety

them are just good common sense.
Here are some special opioid safety tips to remember...

" Read and make sure you understand all information that comes with your opioid
prescription. Check the label — are the medicine name, dose, and how often it is to
be taken the same as your opioid prescriber talked to you about? Mistakes in filling
prescriptions can happen.

* Take opioids only when and how you are instructed:

* Never chew, cut, crush, or dissolve opioid tablets or open
capsules, unless specifically told to do so by the prescriber or
pharmacist.

* Opioid patches must never be cut or folded, and they need to
completely stick to the skin. Always take the old patch off before putting on a
new one unless you are instructed otherwise. Never apply heat to a patch, such
as in a hot bath, sauna, or hot tub, or with a heating pad, electric blanket, or
heat lamp.

* For opioid liquids, always ask your pharmacist for an —
accurate measuring device. i

* Never take more opioid medicine or take it more often than
has been prescribed for you. If you think that you need a
higher dose, first ask your opioid prescriber.

[e

* You (and your caregivers) should know the signs of opioid overmedication and opioid
ﬂerdose to watch for.

= See a list of the signs <here>.

" If there are signs of overmedication, stop taking the opioids and call your opioid
prescriber for instructions or, in the United States, you also can call the National
Poison Hotline toll-free at 1-800-222-1222.

* If there are signs of overdose, call emergency medical services right away.

= Section 4 <here> provides advice for what to do in an emergency until help
arrives. Read it today, so you are prepared before there is an emergency.

WARNING: If a child or pet ever swallows your opioid medicine,
itis always an emergency. Call for help right away.

* A person just starting on opioids, or after a dose increase, should be watched closely,
even during sleep, for several days or longer to see if there are signs of
overmedication.

* Do not drink any alcohol (beer, wine, or hard liquor) or take other medicines
(including over-the-counter products, herbs, or other drugs) while taking
opioid medicines, unless your opioid prescriber says it is okay.

* Start taking a new opioid prescription, or any dose increase, during the daytime when
you will be awake and other persons can watch to see how you react.

* Do not drive a car or operate dangerous equipment until you know P
how the opioids affect you and your opioid prescriber says it is okay. @

" If you have had problems in the past with substance abuse or
addiction, your opioid prescriber must know about it so opioid medicine can be
properly prescribed for you.

* Always keep your opioid medicines stored in a safe place. A locked box, cabinet, or

drawer would be best.See below for suggestions on safe storage.

WARNING: Never share your opioid medicine with anyone else.
It could do them serious harm and it also is against the law —
you could go to jail for doing this.

Here are general tips for avoiding problems with any medicines...

* Whenever vou are aiven a orescription for a medicine. —
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always ask...

" What is the brand name and generic name of the
medicine? What is the strength or dose?

* How often should | take it each day? What if | forget to
take a dose?

" How will the medicine help me? What should | expect
to happen? How will | feel?

" Exactly how and when should | take it? With or without food? For how many
days?

"Do | need to avoid any foods, drinks, other medicines, over-the-counter
products, or supplements (such as herbal products)?

" Are there any activities | need to avoid (such as driving)?
" Are there any side effects of the medicine? What should | do if they happen?
" Where can | learn more about this medicine?

* Keep your medicines in a separate place from those belonging to persons living with
you, and clearly marked that they are yours. This way, you can avoid taking another
person’s medicine by mistake.

* Only take medicines in a well-lighted area, and wear your glasses if you need them
for reading, so you can see clearly to take the right amount of the right medicine.

* Always open medicine containers over a countertop or other flat surface. Never open
them over a sink or toilet where the contents can fall in and get ruined.

* If you have trouble keeping frack of how to take medicines, have a helper sort them
into containers for each day or several days at a time. See below about medicine
organizer trays.

* When you are traveling... (\

* Take along only the amount of medicine that you will need (plus
a day or two extra). It is best not to mix all the medicines into a
single container. ‘

" Keep your medicines with you at all times in a carrying bag or
purse. Never pack medicines in your luggage or the trunk of a
car, or leave them in your hotel/motel room.

" For opioid medicines, you may be asked by security persons to prove that they
were legitimately prescribed for you. You should...

* Get a letter from your opioid prescriber stating the name of the opioid
medicine, the dose, why you are taking it, and that it is needed during your
trip.

* If possible, have your pharmacist provide smaller travel containers for your
opioids that are properly labeled with your name and other information
about the medicine.

" If you are traveling to a different time zone, ask your opioid prescriber about
how to adjust the timing of when to take your medicine.

* Remember to take your medicines along if you must leave home in an emergency,
such as during a flood, storm, fire, electrical failure, or other disaster.

* Be sure to have a list of your medicines with you at all times in your wallet or purse
— you never know when a healthcare provider may need to know what you are
taking. See below for a handy way to make your list.

" You must properly get rid of any unused or leftover medicines, or else they could be
misused by others and do them harm.

= See government-approved instructions for disposing of opioids <here>.

Back to Top of Section 3

( C. How can | keep track of my opioid medicines? 1

Keeping track of your medicines, and taking the right ones, in the right amounts, at the
right times is necessary for safe and effective use. Plus, you do not want to be
surprised by suddenly running out of medicine.

However, if you take more than one medicine, this can be difficult. So it is important to
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keep an up-to-date list of your medicines for your healthcare providers. And, having a
list handy in your wallet or purse in an emergency can be a life saver. Here are some
items that can be of help:

Keep Your Medicines Organized

Counting out individual pills or tablets each day, or several times each day, can be a
chore. It is easy to forget what medicine is to be taken and when. Also, it is unsafe to
keep whole containers of opioids and other medicines in places where they might be
found and used or stolen by others.

The solution is easy. Use an organizer tray that will allow you .
(or a helper) to count out medicines for several days or a week —
at a time and store them in separate compartments for each i',ﬂ

day. Some organizers also have compartments for different } B‘E
times during each day, such as morning, midday, evening, and “‘ ‘ .
bedtime.

Medicine organizer trays are available at any pharmacy. Ask the pharmacist to help
you pick one out that is best for your needs.

EXTRA SAFETY TIPS:

1. Always keep the organizer tray in a drawer or other
out-of-the-way place where it will be safe.

2. When you fill the organizer tray, take a count of your
remaining medicine to see if any is missing and to check if
it is time to ask for a refill.

3. If you take a liquid medicine or one that must be stored in
the refrigerator, put a small reminder note in the proper
compartment of the organizer for each day and time so
you won't forget to take it.

4. Keep medicine you take only sometimes, such as for
“breakthrough pain” (which is intense pain that comes and
goes), stored-away separately and safely until you need it.

Medicine & Personal Information List - MedCard

The “MedCard” provides an easy way for you to keep a record medcard-—— ==
of personal information and medical history that each of your -— -
healthcare providers will want to know about. It also has spaces = === =
to write-in the medicines you are taking, including the dose, |« s
when and why it is taken, and who prescribed it. Instructions are

included for how to fill-in the information and fold this document — et

down to a size that will fit in a wallet or purse. :

(=]
A MedCard PDF is available <here>.

Keep this MedCard with you at all times in your wallet or purse (put your insurance
cards with it) and ask your healthcare providers to help you keep it updated. Show the
MedCard to your pharmacist whenever you pick up a new medicine to make sure that
it will not harmfully work against, or interact with, medicines or other products that you
are already taking.

Emergency Medical ID Wallet Card

At a website called “MedIDs.com” you can type-in your personal
information and print a small, 2-sided wallet-sized card from
your computer. It can include your name, address, phone
number, emergency contact information, healthcare provider’s
name/phone, your blood type, medical conditions, a list of o
medicine names, and allergies.

EMERGENCY MEOICAL
IDENTIFICATION

©OW 12/21/1960

The cost is free for a basic card, or there is a small yearly fee* to store your
information, update it as often as you want to, and print a new card.

= To go to the MedIDs website <click here>.
*Opioids911 does not directly sell or endorse any products, and does not profit in any way from

purchases made at listed websites. The items here are noted for information purposes only and
there may be other sources for similar items.

Medical Alert ID Bracelets & Tags

These personal identification items are important for persons who
are taking opioid medicines on a long-term basis or have serious
medical conditions. They can help medical workers to more quickly
start lifesaving treatment in an emergency, even if you are
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unconscious and cannot speak.

Different types of ID items are available, at different costs. Many of them can be
engraved with several lines of vital information, such as the medicines you are taking,
your medical conditions, and personal identification.

Here are a few websites offering items for purchase:*
== Med|Ds.com <click here>.
= American Medical ID <click here>.

L= MedicAlert Foundation <click here>.
(Medical Alert Foundation also offers a 24-hour emergency medical
information and notification service by subscription.)

*Opioids911 does not directly sell or endorse any products, and does not profit in any way from
purchases made at listed websites. The items here are noted for information purposes only and
there may be other sources for similar items.

Back to Top of Section 3

(

D. What should | do to keep my opioids safe?

It is VERY important that you protect your opioid pain relievers (and other medicines)
as you would your money, jewelry, or other valuables. Unfortunately, some persons
coming into your home, who you may least suspect, might look for opioids to take for
their own use or to sell. This includes, friends or family — especially teens and young
persons — service people, or other visitors. Also, many medicines can be ruined if
they are not safely kept in a proper place. Here are some tips:

* Always store medicines in a dry, cool place — not cabinets or shelves in the
bathrocom, which can get warm and humid. The bathroom is also the first place
someone would look if they want to steal your medicines.

* Keep medicines out of the reach of children, other persons, or pets, and out of sight
— never on counter tops, tables, or bedside stands.

" It is a good idea to keep a rough count of your opioid medicines — whether pills,
tablets, capsules, or patches — at all times, so you will know if any are missing. On
liquid containers, place a pen mark at the lowest level after taking a dose. Keep in
mind that thieves can be clever and may replace medicines that they steal with
something that looks similar.

* It is best to keep prescription medicines safe in a locking container, ;
cabinet, file drawer, or desk drawer. Someone you trust should be
told where the medicines are stored and given an extra key or told T’
the combination-lock numbers. *

Two websites that feature locking medicine containers are:* ~
= LockMed (metal boxes) <click here>. -
= RxLocker (pictured) <click here>.

*Opioids911 does not directly sell or endorse any products, and does not I
profit in any way from purchases made at listed websites. The items here %‘
are noted for information purposes only and there may be other sources for e
similar items.

A CAUTION: It is always better to go to the extra trouble of
keeping medicines safe and locked up, rather than being sorry
later if they are stolen and cannot be replaced, and possibly do
someone harm.

Back to Top of Section 3

(

E. How can | dispose of unused opioid medicine?

It is very important that you do not save leftover opioid medicines. When you are
finished taking a prescription, or if you are prescribed a different opioid to take its
place, the leftover medicine must be properly disposed of right away.

Why get rid of leftover opioids?

1. Leftover opioid medicine can spoil with time and not work
well or even be harmful if used after it has become old.

2. You should not keep unused opioids in your house. You

e i e R e e A IS e N S e S
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children, or pets may find the medicines, swallow them,
and do themselves serious harm.

How should you get rid of unused opioid medicines?

Because opioid pain relievers can be harmful to others for whom they

were not prescribed — whether children, adults, or pets — the j B
recommendation at this time is that opioids should be removed from (""

their containers and flushed down the toilet.

However, other medicines are not disposed of by flushing because

there have been concerns about the chemicals getting into local water

supplies. These medicines may be taken out of their containers, mixed

with garbage (such as coffee grounds, food scraps, kitty litter, or other waste), put into
a sealed plastic bag, and thrown into the trash.

NOTE: In all cases, the labels on medicine containers should
have your name and other identifying information torn off or
scratched out before being thrown into the household trash.

Drug “take-back programs” can be another good way to get rid of unused or old
medicines and reduce the chance that they may end up in the wrong hands. Contact
your local police department to see if there is a take-back program in your area, and if
there are any rules about when and which medicines can be taken back.

You also should read the information that comes with your prescription, which usually
tells how to safely dispose of the particular medicine. If in doubt, you can always ask
your pharmacist.

= The U.S. Food & Drug Administration has a special website that talks Im
about safe medicine disposal, including a list of opioids that should be I
flushed down the toilet <here>.

Back to Top of Section 3

F. What should I do if my opioids are lost or missing?

If you believe that your opioid medicine has been stolen, you should call the police to
file a report right away. Then, tell the healthcare provider who prescribed the opioid for
you about the theft and request a replacement refill. You should be prepared to provide
a copy of the police report.

If you lose or ruin your opioid medicine, call your opioid prescriber and describe what

happened. However, you may not be able to get a replacement refill and will need to

wait until your next refill date — so, be prepared.

1111 If you cannot get a replacement refill of opioid medicine, or you are running out of
medicine early, see Section 4 <here> for how to deal with opioid withdrawal in an
emergency.

A CAUTION: Doing everything you can to prevent opioid medicine
theft or loss in the first place is the best approach. If either
happens, your healthcare provider may be concerned that you
are not responsibly and safely handling the medicine and may
not continue to prescribe opioids for you.

Back to Top of Section 3

Go to the next section:
4. What should be done in an emergency? <click here>

Return to Home Page
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:é‘d sgppﬂ:?ed ":Sp:'g"?y Reviews the challenges of managing chronic pain and offers
L O G - useful definitions and tools. Pharmacologic and

nonphar logic pain tments are d ibed, along with
safety considerations. (Supported by an educational grant
from Endo Pharmaceuticals.) See details>
Spotlight on Fibromyalgia
FRARKASISTic LS Articles and resources on fibromyalgia.including the need for an accurate
Click logos for info. diagnosis. See details>

Become a Supporter
§§e !FIIO

Managing Opioid Risks

New Resources Feature Naloxone for At-Home

Opioid Overdose Rescue
A new website and a short video tell everything you -- and your
patients -- need to know about the use of naloxone at home to
reverse opioid overdose. There are instructions sheets for
healthcare providers, including where to gef naloxone and how
fo bill for related services, instructions for patient: egivers, medicolegal
information, and other helpful resources. Access resources here>

NEW in Pain Disorders

Loosening the Grip of Migraine Attacks
By: Wenzel R, Aurora SK; Pharmacy Today; 2012.
Educational monograph add migraine t and
educating patients on the best use of over-the-counter products,
the importance of therapy timing, and drug dosing information.
The authors stress that 'stratified care' is the recommend therapeutic approach
fo replace 'step care'in migraine treatment. See details>

PAIN
DISORDERS

Pain Management in Patients with Cancer: Focus on Opioid
Analgesics
Reviews opioid drugs as monotherapy or with adjuvant analgesics. See details>

Opioid Rx & Safety

Drug-Drug Interactions: Focus on Opioid Use in
the Elderly and Long Term Care
Reviews factors — like cardiovascular and renal function, and
P450 enzyme variations — which can alter an elderly patient’s
opioid concentration and cause adverse effects or therapeutic
failure. See details>

Management of Opioid Tolerability and Adverse Effects
Review discusses how opioid adverse effects may be classed as inhibitory or
excitatory, or both. Counter strategies are presented. See details>

Pain & Disability Assessment Tools to Note

Pain Assessment in Nonverbal Patients
This paper updates an earlier version from 2006. It defines
populations at risk and offers clinical recommendations for
pain assessment in those unable to self-report, including
children and adults with cognitive impairments or other
conditions limiting verbal communication. See details>

Pain Disorders Section: Shingles/PHN

Shingles, or acute herpes zoster infection, is a complication of >
reactivated varicella zoster virus (chicken pox). In turn, this may |Shingles/PH
foster development of postherpetic neuralgia (FHN). This section
explore all aspects of shingles/PHN, including diagnosis and
freatment strategies. See listings>

4

P Making Sense of Pain Research [Series]

Improving pain practice requires better research. However,
healthcare professionals, and certainly patients, usually have
had little specific training in evaluating research. This UPDATES
series on “Making Sense of Pain Research” helps to close the L]
education gap, teaching readers how to understand and interpret | [
the offen mysterious and complex language of research to 3
assess its quality and validity. See listings>
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I Opioids911-Safety!

Help for Safely Using Opioid Pain Relievers
Extensive, REMS-compliant, educational activity for patients and
their caregivers focusing on the proper and safe use of opioid
pain relievers. Pprovides an understanding of opioids and their
risks. Vital instruction s provided on recognizing opioid problems
and on being prepared for what to do during an emergency. Go
1o Opioids911.org>

l’ SPECIAL ANNOUNCEMENTS %

I Be a Stats Wizard with Free PTCalcs

Knowing effect sizes of outcomes data
is essential for understanding the
clinical importance of pain research.
PTCalcs from Pain Treatment Topics is
a free, online MicroSoft® Excel®
spreadsheet with 11 easy-to-use
statistical calculators. Effect sizes and
other vital parameters can be calculated
by merely plugging-in data commonly
found in published research reports. See details here>

P UPDATED Opioid Analgesics Listing

Did you know that there is a complete and up-to-date
listing of all FDA-approved opioid analgesics prescribed
for at-home care available at Opioids911.org? Also
included are direct links to the Medication Guides and
REMS programs for applicable products. Click here>

Please bookmark this site for ongoing reference. And, as we

continually update Pain-Topics.org, let us keep you posted by

s-mail of when this site is changed or there is important news

to announce — Register for e-Notifications.

e-Notifications

Become a Pain-Topics.org Supporter/Sponsor
Pain Treatment Topics provides non-commercial information and
education on the causes and effective management of pain. To
do this, we rely on support in the form of annual educational
grants and, through these, we are able to provide all offerings
absolutely free and without restriction to site visitors. Learn how
your organization can participate in helping to support this
website. See information>

Thank you, for visiting, and we hope to see you here often.
Stewart B. Leavitt, MA, PhD, Executive Director

If there are problems using this site, contact: Info2@Pain-Topics.org
Pain Treatment Topics is produced by SBL Ltd.; Glenview, lllinois, USA
©2005-2012, all rights reserved.

This page was last
updated 4/28/12
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Guidelines/Reports Education/CME Locator Related Websites

Clinical Concepts Non-Opioid Therapies | Opioid Rx
m Topics e-Briefings N tesearch Updates Events Calendar Supporters/Affiliates

Opioid Rx @ Opioid Rx e Opioid Rx

Opioid therapy is a cornerstone of severe acute
and moderate-to-severe chronic pain |;-“Editor's Notebook
management. Yet, resistance to opioid use can )
be a significant barrier to effective therapy. ~ |#) Understanding

Glossary of Terms —~ Research
Often, concerns about the perceived adverse :

Site Overview effects and addictive properties of opioids, S Opioids911.org

and/or regulatory scrutiny, cause these . \

- LU a8 medications to be underused. Documents in this
tab section address those concerns and help

Contact Us dispell the many misunderstandings.

Tell a Friend = OPIOID Rx & Safety [General] Help for Safely Using
About This Site Opioid Pain Relievers
= METHADONE Rx & Safety :
= OXYCODONE Rx & Safety
View the

Pain-Art Gallery. m Opioid Risk Management

m Opioid Rx Regulatory & Legal Issues
= Addiction & Pain Treatment

Click logos for info.

QAIso see the following sections for additional documents of interest:

B Opioid Clinical Guidelines: <Click Here>
Read the News/Research American Academy
UPDATES B Opioid Systematic Reviews: <Click Here> of Pain Management

B Opioid Position/Policy/Consensus Statements: <Click Here>
A:®D

American Association
for the Treatment of
Opioid Dependence

Please register for e-Notifications to be alerted by e-mail of

Follow Pain-Topics on ; Y !
when this section is updated or there are announcements.

Twitter

|0 Eollow us on [NEW)

Twitter ' = entry added or changed during the |latest update.

= Pain Treatment Topics exclusive document.
£) SHARE ] American Chronic Pain

OPIOID Rx & Safety [General]

This section focuses on dispelling the myths surrounding opioid :31<"~-.u-

i . e : ; 5 q BT Opioid —
—— = anaigesics. (_:Ilnlcal gmdar_\ce is _prowdgzd fgr more effective _apphcatlon sP’ t Amcrican College
W I and prescribing of these vital pain medications, with a special e
- - emphasis on safety issues to prevent or manage adverse events.
‘We comply with the
HONcode Standard % g s e %
Torticistwartby: el View all details listings <Click Here> or select item

information. elow...

e-Notifications

American Pain

@Drug-Drug Interactions: Focus on Opioid Use in the Elderly Foundation
CERTIFIED and Long Term Care
L 2] By: Lynch T, from American Journal of Managed Care; 2011;17(Suppl
Yol Hots 11):5293-5298 See details...>

WMA Certified pamts . -
Pharmacology of Opioids in the Treatment of Chronic Pain American Society of

Syndromes Pain Educators
By: Ricardo Vallejo, MD, PhD; Robert L. Barkin, PharmD; and Victor C.
Wang, PhD; from Pain Physician; 2011. See details...> m
European Opiate

Management of Opioid Tolerability and Related Adverse Effects Amﬂz;;;zgneng

By: Dmitry Arbuck, MD, et al. from Journal of Medicine, 2010.
See details...>

Managing Chronic Pain with Opioids: A Call for Change N/MCPA
By: Paul Arnstein, PhD, RN; Barbara St. Marie, ANP. Nurse Practitioner National Fibromyalgia &
Healthcare Foundation. 2010. See details...> Chronic Pain Association

Opioids911-Safety =V
Help for Safely Using Opioids Pain Relievers from Pain Treatment National Fibromyaigia
Topics. See details...> Association

% Patients Who Require Ultra-High Opioid Doses

By: Schneider J, Anderson A, Tennant F. PPM. 2009(Sep);9(7):10+.
See details...>

Click images to verify.

Reflex Sympathetic
Dystrophy Syndrome
Association
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BY: riowara S. >min, Y. mMayo UIInIc +roceeaings. Zuuy(Juiy).

See details...> TNA
Facial Pain
TNA-The Facial Pain
A Comparison of Long- and Short-Acting Opioids for Chronic e i
Noncancer Pain
By: Charles E. Argoff, MD and Daniel |. Silvershein, MD. Mayo Clinic d
Proceedings. 2009(July). See details...> J U's-
e FOUNDATION
Opioid Pharmacology U.S. Pain Foundation

By: Andrea M. Trescot, MD, et al. Pain Physician. 2008(March);11:

_SW S133-S153. See details...>

Pain-Topics.org — . - . . :
is independently produced P Opioid Safety in Patients With Renal or Hepatic Dysfunction
and supported in part by From: Pain Treatment Topics - Sarah J. Johnson, PharmD, Updated
SE PRIl T November 2007. See details...>

@ Opioid Analgesics for Chronic Pain

By: Mary Lou Bossio, NP; from Advance for Physician Assistants;

2007.

See details...>
Click logos for info.

Become a Supporter P - i oo
See Info Managing Opioid-Induced Constipation

From: Pain Treatment Topics - Clyde R. Goodheart, MD, MBA, MS;
Stewart B. Leavitt, MA, PhD, August 2006.

Also: Constipation... from Consumer Reports Best-Buy-Drugs,
December 2008. See details of both articles...>

Overview of Oral Modified-Release Opioid Products for the
Management of Chronic Pain
By: Calene M. Amabile, PharmD, BCPS, and Bill J. Bowman,
BSPharm, PhD. Medscape, Ann Pharmacother; 2006;40(7). See
details...>

P Opioid Tapering: Safely Discontinuing Opioid Analgesics
From: Pain Treatment Topics - Lee A. Kral, PharmD, BCPS, March
2006. See details...>

Opioids for Chronic Nonterminal Pain
By: Jane C. Ballantyne, MD, FRCA; from Medscape; South Med J,
99(11); 2006. Also: Use of Opioid Analgesics for the Treatment of
Chronic Noncancer Pain; from Canadian Pain Society, 2003.
See details...>

VA/DoD Clinical Practice Guideline for the Management of Opioid
Therapy for Chronic Pain
From: Department of Veterans Affairs, Department of Defense; 2003.
Also available...
-- Opioid Assessment & Treatment Pocket Guide
-- Opioid Medications [Dosing] Pocket Guide
See details...>

Opioid/Medication Safety Information for Your Patients
-- How to Evaluate Health Information on the Internet
-- Proper Disposal of Prescription Drugs
-- Facts About Opioids, Methadone, Oxycodone, and Rx Drug Abuse
-- Buying Prescription Medicine Online: A Consumer Safety Guide
See details...>

w See Opioid Therapy & Safety Guidelines <Click Here>

d Also see the following in the Current Comments section...
® The OIH Paradox: Can Opioids Make Pain Worse? See Details...>

B Using Objective Signs of Severe Pain to Guide Opioid Prescribing.
See Details...>

B Opioid-Induced Sexual Dysfunction: Causes, Diagnosis, &
Treatment. See Details...>

B Should Opioid Abusers Be Discharged From Opioid-Analgesic
Therapy? See Details...>

B Maximizing Safety with Methadone & Other Opioids.
See Details...>

B Overcoming Opiophobia & Doing Opioids Right. See Details...>

<Back to Top>

METHADONE Rx & Safety

The following evidence-based research reports focus on factors
invelved in safer prescribing of effective methadone analgesia.

ﬁ View all details listings <Click Here> or select item...

Methadone-Drug Interactions to Watch For

PCSS Guidance — Methadone and Drug Interactions
Fram:* Phvsirian Clininal Siinnnrt Sustam for Mathadana (PCSS.MY
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Elinore F. McCance-Katz, MD, PhD; updated July 2010.

. Methadone-Drug* Interactions

(*Medications, illicit drugs, & other substances)

From: Pain Treatment Topics - Stewart B. Leavitt, PhD, 2006.
See details...>

Physician Clinical Support System — Methadone (PCSS-M)
From: SAMHSA/CSAT and ASAM; 2009. See details...>

Follow Directions: How to Use Methadone Safely [Public Outreach
Campaign]
From: SAMHSA and FDA; 2009. See details...>

I oral Methadone Dosing for Chronic Pain:

A Practitioner’s Guide
By: James D. Toombs, MD; from Pain Treatment Topics, Updated
March 2008. See details...>

B Wmethadone Safety Handout for Patients

(in English and Spanish)
By: Stewart B. Leavitt, MA, PhD; from Pain Treatment Topics,
Updated March 2008. See details...>

Keeping Patients Safe from latrogenic Methadone Overdoses
From: Institute for Safe Medication Practices (ISMP). February 14,
2008.

See details...>

FDA/DEA Public Health Advisories — Methadone Hydrochloride
From: US Food & Drug Administration and the Drug Enforcement
Administration; various dates. See details...>

Revised Methadone Prescribing Information (Pl) — October 2006
See detajls...>

Methadone-Associated Mortality — U.S. Government Reports
From: CSAT (Center for Substance Abuse Treatment), SAMHSA
(Substance Abuse and Mental Health Services Administration), 2004

B A National Assessment of Methadone-Associated Mortality:
Background Briefing Report

B Methadone-Associated Mortality: Report of a National Assessment
See details...>

I Methadone Cardiac Concerns
From: Addiction Treatment Forum - Stewart B. Leavitt, MA, PhD; Mori
J. Krantz, MD, FACC. October 2003. See details...>

"Zero Unintentional Deaths™ — Methadone Safety
A special educational website under the direction of Lynn R. Webster,
MD. See details...>

<Back to Top>

OXYCODONE Rx & Safety

Oxycodone, alone and in combination with other analgesics, has been |
used for more than 80 years in the treatment of a variety of acute and
chronic pain conditions. Compared with morphine, oxycodone has
higher oral bioavailability and is considered twice as potent.

ﬁ View all details listings <Click Here> or select item...

P commonsense Oxycodone Prescribing & Safety
From: Pain Treatment Topics - Lee A. Kral, PharmD, BCPS, June
2007. See details...>

I Patient Instructions Handout: Safely Taking Oxycodone
From: Pain Treatment Topics - Lee A. Kral, PharmD, BCPS and
Stewart B. Leavitt, MA, PhD; in English and Spanish, June 2007.

See details...>

Oxycodone: Pharmacological Profile and Clinical Data in Chronic
Pain Management
By: F. Coluzzi and C. Mattia, in Minerva Anesthesiologica, 71(7-8),
2005.
See details...>

Oxycodone: Prescribing Information / Package Inserts (Pls)
See details...>
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Criteria for Use of Controlled-release Oxycodone
By: Francine Goodman, PharmD, BCPS; William N. Jones, BSc, MSc;
and Peter Glassman, MBBS, MSc.Washington, DC: Veterans Health
Administration, Department of Veterans Affairs. Revised July 2003.
See details...>

Safety and Efficacy of Controlled-Release Oxycodone: A
Systematic Literature Review
By: D. Gary Rischitelli, MD, JD, MPH, and Sean H. Karbowicz,
PharmD. Pharmacotherapy. 2002;22(7):898-904. From Medscape
Today.
See details...>

<Back to Top>

Opioid Risk Management

Besides the potential for opioid analgesia adverse effects, which often
can be controlled by safe prescribing practices, the risks of greatest
concern have been opioid diversion, misuse, abuse, and addiction.
Documents in this section offer guidance for better opioid risk
management, including: patient risk assessment, risk minimization, and
compliance monitoring.

ﬁ View all details listings <Click Here> or select item below...

SECTION: Managing Opioid Emergencies

Managing An Opioid Crisis
What to know. What to do.
From: Opioids911-Safety; 2010. See details...>

Emergency Opioid Tapering During A Disaster
What to do when medication access is interrupted by disaster.
From: National Pain Foundation; undated. See details...>

Intranasal Naloxone for At-Home Opioid Rescue
By: Leavitt SB. Practical Pain Management. 2010(October);10(8):42-
46.
See details...>

@ Naloxone Prescribing Laws in the United States
From: Temple University, Beasley School of Law; Project on Harm
Reduction in the Healthcare System. See details...>

Take-Home Naloxone (Website)
From: A consortium in the UK; updated continuously. See details...>

Naloxone — Drug Information (Labeling Info)
From: Merck Manual / Lexi-Comp. August 2008. See details...>

Using Naloxone — Fast Facts (Palliative Care)
By: von Gunten CF, Ferris F, and Weissman DE. Fast Fact and
Concept #39: Using Naloxone, 2nd Ed. 2005(Jul). End-of-Life Palliative
Education Resource Center. See details...>

Naloxone for the Reversal of Opioid Adverse Effects
By: Marcia L. Buck, PharmD in Pediatr Pharm. 2002;8(8). Reproduced
on Medscape, 2002. See details...>

Intranasal Naloxone for Acute Opiate Overdose
From: Host source unspecified, undated. See details...>

SECTION: Clinical Tools for Assessing Opioid Risks

Clinical Tools for Assessing Opioid Risks
> From PainEDU.org: SOAPP, COMM
> From EmergingSolutionsinPain.com: ORT, DAST, DIRE,
CAGE-AID, SISAP, 5-Point Rx Opiate Abuse Checklist, POSIT
> From Health.Utah.gov: Checklist for Adverse Effects, Function,
and Opioid Dependence
See details for downloading tools....>

Monitoring Opioid Adherence in Chronic Pain Patients:

Tools, Techniques, and Utility
By: Laxmaiah Manchikanti, MD, et al. Pain Physician. 2008(March);11:
$155-5180. See details...>

SECTION: Urine Drug Screening/Testing

Urine Drug Testing in Chronic Pain
By: Christo PJ, PJ, Manchikanti L, Ruan X, et al. Pain Physician. 2011.
See details...>
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Urine Drug Testing in Clinical Practice:

The Art and Science of Patient Care
By: Douglas L. Gourlay, MD, FRCPC, FASAM; Howard A. Heit, MD,
FACP, FASAM; Yale H. Caplan, PhD, D-ABFT. From: California
Academy of Family Physicians. 2010. See details...>

A Clinical Guide to Urine Drug Testing:

Augmenting Pain Management and Enhancing Patient Care
By: Catherine A.Hammett-Stabler, PhD, DABCC, FACB and Lynn
R.Webster,MD, FACPM, FASAM. From: University of Medicine &
Dentistry of New Jersey, Center for Continuing & Outreach Education.
2008. See details...>

Urine Drug Screening: Practical Guide for Clinicians
By: Karen E. Moeller, PharmD, BCPP, et al. Mayo Clinic Proceedings.
2008;83(1):66-76. See details...>

SECTION: General Risk Minimization & Precautions

Use, Abuse, Misuse, and Disposal of Prescription Pain Medication
Time Tool
From: American College of Preventive Medicine (ACPM), 2011.
See details...>

P commonsense Opioid-Risk Management in Chronic Noncancer
Pain: A Clinician’s Perspective
By: James D. Toombs, MD; from Pain Treatment Topics, August 2007.
See details...>

Avoiding Opioid Abuse While Managing Pain:
A Guide for Practitioners (Book)
By: Lynn R. Webster, MD, FACPM, FASAM, and Beth Dove; June
2007.
See review and ordering_info...>

Patient Level Opioid Risk Management
By: Nathaniel P. Katz, MD, MS; from PainEDU.com, Inflexxion, Inc.,
2007. See details...>

Assessing Obstructive Sleep Apnea Potential, Which May Affect

Opioid Risk (Snore Score)
From: American Sleep Apnea Association. 2007. See details...>

Opioids for Pain: Risk Management
By: Steven Richeimer, MD; from California Society of
Anesthesiologists; 2006. See details...>

Rapid-Onset Opioids: Recognizing and Preventing Abuse,
Addiction, and Diversion
By: Lara K. Dhingra, PhD, and Steven D. Passik, PhD; from Medscape;
2006. See details...>

Universal Precautions in Pain Medicine:

The Treatment of Chronic Pain With or Without the Disease of Addiction
By: Douglas L. Gourlay, MD and Howard A. Heit, MD, in Medscape
Neurology & Neurosurgery, 7(1), 2005. See details...>

Treating Pain and Preventing Abuse and Diversion
By: Brian Goldman, MD, MCFP, FACEP, from LearnSomething.com,
2005. See details...>

Opioid Risk Management - THCI Conference Presentations
From: Tufts Health Care Institute, 2005. See details...>

G Also See: "Addiction & Pain Treatment " Section
Go to section below...>

<Back to Top>

Opioid Rx Regulatory & Legal
Issues

This section focuses on guidance and mandates coming from
government agencies -- federal, state, or local -- or medical boards
regarding the prescribing, dispensing, and administration of opioid
medications.

ﬁ View all details listings <Click Here> or select item...

U.S. FDA Opioid-REMS
From: U.S. Food and Drug Administration; 2011.
See details...>
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DEA - Announcements
From: US Department of Justice, Drug Enforcement Administration.
See details...>

DEA Office of Diversion Control - Bulletins
> Don’t Be Scammed By A Drug Abuser
> A Pharmacist’s Guide to Prescription Fraud See details...>

Achieving Balance in Federal and State Pain Policy
From: Pain & Policy Studies Group; University of Wisconsin Paul P.
Carbone Comprehensive Cancer Center; Madison, Wisconsin; Updated
July 2008. Also available: Progress Report Card. See details...>

Practitioner’s Manual — An Informational Outline of the Controlled
Substances Act
From: US Department of Justice, Drug Enforcement Administration,
Office of Diversion Control, August 2006.
Also available: Reference Lists of Controlled Substances.
See details...>

Model Policy for the Use of Controlled Substances
From: Federation of State Medical Boards of the United States, Inc.;
May 2004. See details...>

Prescription Monitoring Programs (PMPs)
From: Pain & Policies Study Group, University of Wisconsin and
National Association for Model State Drug Laws. See details...>

<Back to Top>

Addiction & Pain Treatment

The interface of addiction and pain treatment — particularly with
opioid analgesics — is a common and vexing problem in clinical
practice. This is complicated further by misunderstandings of
distinctions between substance misuse, abuse, dependence,
addiction, and pseudoaddiction.

This section of Pain Treatment Topics focuses on the

clarification, identification, prevention, and treatment of addictive disorders
within the context of pain and, conversely, on pain management with opioids in
persons having a history of addiction.

ﬁ View all details listings <Click Here> or select item below...

EUROPAD Journal on Addiction

Full editions available for free download as
PDF documents. See journal listings...> m

A Pain Treatment Topics affiliate organization.

Basics of Addiction: A Training Manual
for Medical Practitioners on Opioid Dependence
From: Europad Journal on Addiction — June 2011. See details...>

SAMHSA Substance Abuse Treatment Facility Locator
From: U.S. Substance Abuse & Mental Health Services Administration
(SAMHSA). Regularly updated. See details...>

NIDAMED Resources for Medical and Health Professionals [Drug
Screening]
From: NIDA (National Institute on Drug Abuse); 2009. See details...>

Principles of Drug Addiction Treatment: A Research Based Guide
(2nd Edition)
From: NIDA (National Institute on Drug Abuse); Revised April 2009.
See details...>

Best Biomarkers to Detect Underreported Alcohol Use
By: David R. Spiegel, MD; Neetu Dhadwal, MD; Frances Gill, MD.
From Current Psychiatry; 2008 (September). See details...>

Challenges in Using Opioids to Treat Pain in Persons With
Substance Use Disorders
By: Seddon R. Savage, MD, Kenneth L. Kirsh, PhD, and Steven D.
Passik, PhD. From Addiction Science & Clinical Practice (a NIDA
publication). 2008(June). See details...>

The Management of Breakthrough Pain With Rapid-Onset Opioids:
Abuse, Addiction, and Diversion

By: Steven D. Passik, PhD and Kenneth L. Kirsh, PhD. From

Medscape Neurology & Neurosurgery. 2008. See details...>

The New Science of Addiction
From: University of Utah, Genetics Science Learning Center. Updated
2008. See details...>
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Safe Treatment of Pain in the Patient With a Substance Use
Disorder
By: Penelope P. Ziegler, MD, FASAM; Psychiatric Times (CMP Medica),
24(1), 2007. See details...>

Pain Management Without Psychological Dependence: A Guide
for Healthcare Providers
From: Substance Abuse and Mental Health Services Administration
(SAMHSA). Substance Abuse in Brief Fact Sheet. 2006(Summer);4(1).
See details...>

R Pain in Opioid-Addicted Patients Entering Addiction Treatment
By: Stewart B. Leavitt, MA, PhD, revised July 2006. Adapted from
Addiction Treatment Forum, 2004 (Winter);13(1). See details...>

Treatment of Acute Pain in Patients Receiving
Buprenorphine/Naloxone for Addiction
By: David Fiellin, MD; from the Physician Clinical Support System
(PCSS), 2005. See details...>

ASPMN Position Statement: Pain Management in Patients with
Addictive Disease
From: American Society for Pain Management Nursing (ASPMN),
September 2002. See details...>

<Back to Top>

You will need Adobe® Acrobat® Reader to view PDF files. If
you do not have Acrobat Reader, download it free by clicking
the icon at right and following the directions.

Disclaimer

Pain Treatment Topics and its associates do not endorse any medications, products,
services, or treatments described, mentioned, or discussed in any of the sources
referenced. Nor are any representations made concerning efficacy, appropriateness,
or suitability of any such medications, products, services, or treatments.

AL

In view of the possibility of human error or advances in medical knowledge, Pain
Treatment Topics and its associates do not warrant the information contained in the
above Opioid Rx contents is in every respect accurate or complete, and they are not
responsible nor liable for any errors or omissions made by the original sources or for
results obtained from the use of this information. Also see, Site Policies.

If there are problems using this site, contact: Info2@Pain-Topics.org This page was last
Pain Treatment Topics is produced by SBL Ltd.; Glenview, lllinais, USA updated 2/17/12

© 2005-2012, all rights reserved.
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painaction

the office visit leaves off.

painACTION shows you how to:

» Manage chronic pain, step-by step

» Learn what works for you

» Accomplish your goals

* Get the most out of your medical care
» Achieve the quality of life you deserve

Enter the Site >

Healthcare Profession

Home | Contact Us | About Us | Resources | Site Help | Privacy | Advisors | Site Map | Glossary
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Regi to take of all that
painACTION has to offer:

¥ Information that’s just right for you

* Tools for coping with pain

b Self-Check questionnaires

» Pain management tips from people
like you

» A Daily Pain Tracker

» Access to our new publication Your
Guide to Pain Management

Username:

Password:

Remember me

Forgot Password?

painACTION.com is supported by Endo Pharmaceuticals, Inc. and King Pharmaceuticzls, Inc.

©2010 All Rights Reserved. Inflexxion, Inc.
painACTION: 2.3.140.0 - Live - Rengine Lite
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These downloadable and printable patient-education handouts will not only enhance your patients'
understanding of their condition(s), but will also support you in patient management. Registered members of the
website have the option to prepopulate each handout with their preferred address. providing them with an
® Dynamic Slide Library immediately available personalized version to download. These personalized versions will be made available in
the "My Briefcase' area.
B On-Demand Activitics
» Chronic Opioid Therapy: Preparing for Your Appointments
» Current Literature NEW! If you are prescribed an opioid for pain relief, there are many things that you need to know. This
handout, which has been reviewed by people with pain currently taking opioids, will help you to prepare for
follow-up medical appointments and better communicate with your healthcare provider. Note: This handout

® Calendar of Events ;
cannot be personalized.

® Physician Tools Download

Download (preferred address)
B Pain Resources

» Chronic Opioid Therapy: Dos and Don’ts to Help Avoid Problems

B Patient Education NEW! This handout provides tips for staying safe and aveiding problems related to chronic opioid therapy.
Reviewed by people with pain currently taking opioids, this handout can help you to stay on top of your pain

® Clinical Trials care and better communicate with your healthcare provider. Note: This handout cannot be personalized.
Download

Download (preferred address)

The Steering Committee
» Managing Persistent Pain in Older People: Tips for the Caregiver

Dennis C. Turk, PhD In this handout tailored for those caring for older people with persistent pain, we offer tips for recognizing
Chairman signs of pain, reducing pain and discomfort, and speaking with healthcare providers.
o ot Download
lew Steering
s Commitlee Download (preferred address)

» Manejo del Dolor Persistente en Personas Mayores
Our handout featuring tips for those caring for older people with persistent pain is also available in Spanish!
Download
Download (preferred address)

» Persistent Pain Treatment: The Team Approach
This handout discusses the team approach to pain management: how it works, what types of specialists
might be involved, and more!
Download
Download (preferred address)

» Opioid Facts

Download
Download (preferred address)

» Pain Facts

Download
Download (preferred address)

» Pain: Opioid Therapy
This handout focuses on opioid therapy: benefits, potential side effects, expected pain relief, and more.
Download
Download (preferred address)

Access our » Dolor: Tratamiento opioide

comprehensive, Our latest patient education handout on opioid therapy is also available in Spanish.
user-friendly, free drug Download

interaction charts Download (preferred address)

S— . ey,

» Persistent Pain in Older People

This handout discusses some of the reasons that persistent pain is an issue for older adults, and ways that
pi it pain can be d and treated.
Download
Download (preferred address)

~~ Www.hep-drug
Tk interactl%ns.or

e Fic‘ullerv Adobe Reader is needed to view these documerts

Access our
comprehensive,
user-friendly, free drug
interaction charts
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Pain Question & Answer

Addiction
by Scott M. Fishman, MD

Question: What is addiction, and how is it possible that I won't become
addicted if I take pain medication?

Answer: Addiction is a complex disease. It involves the body and the
mind. Addiction is very much misunderstood by those of us who work in
medicine, as well as by our patients, and by our society at large. There
are many myths and misconceptions about addiction, causing a great
deal of fear and anxiety, some of which is warranted, but much of which
is not.

Addiction is defined differently by many different medical, religious, and
social organizations that try to define it. One of the key elements that we
do know clearly defines addiction is that it is a bioclogical, psychological,
and sociological phenomenon. What this phenomenon means is that
addiction involves the body, the mind, one’s environment, genetic make-
up, and social situation.

When physicians define addiction to a drug it means that a drug is used
by the patient in a compulsive manner. This compulsive use of the drug
causes dysfunction in the patient’s life, and the patient chooses to
continue to use the drug compulsively, despite that dysfunction. The
continued use of the substance to which one is addicted becomes “out of
the control” of the individual and causes harm.

This is quite the opposite of what doctors strive for in treating chronic
pain with medications that can be "addictive.” This is to say, that when
we treat someone with chronic pain, such as with an opioid drug like
morphine or a morphine derivative, we are seeking to improve the
function of the patient as a result of administering the drug.

Pain is always subjective, so we in Pain Medicine look for an objective
marker of improvement when we prescribe any medication. This marker,
or milestone, is usually a measure of increased quality of life for the
patient, which Is typically seen as increased function. If a patient cannot
complete the basic activities of daily life because they are in so much
pain, (for example, they cannot get out of their reclining chair even to
sleep in a bed, or they are unable to take the children to a Little League
game, or they cannot physically get out of the house to look for a job),
and they start on medication that allows them to complete these
activities, then the drug has been successful. Therefore, the marker to
determine if the medication is actually a success is measured by the
manner in which patients are able to improve the function and the quality
of their lives. We therefore often ask patients to bring to the clinic daily
written records of their activities, and to also bring a family member to
talk about what they couldn’t do before the treatment, and what they can
now accomplish after starting the treatment. These are things that
physicians can objectively measure and evaluate to determine if the drug
is working. When someone is addicted to a medication, his or her function
usually does not improve and frequently decreases.

There is also a great deal of confusion around terms that are associated
with addiction. In many medical circles these confused terms often do not
have any central connection to the real phenomenon of addiction. One
good example of this problem is the term "physical dependence.” Physical
dependence is often used as equivalent to addiction, and in fact, it is not
equivalent at all. Physical dependence means that one’s body has become
dependent on a substance. If that substance is taken away, there will be
a reaction called “withdrawal.” Sometimes, withdrawal can even be life-
threatening.

There are many drugs that can cause physical dependence. Physical
dependence is an intrinsic pharmacological property of a drug and many
of the drugs that cause physical dependence are not addictive. One good
example is clonidine, a medicine for high blood pressure. If clonidine is
stopped suddenly, a life-threatening withdrawal reaction can occur.
Surprisingly, drugs like morphine or other opioid medications, which also
can cause physical dependence, usually don't cause life-threatening
withdrawal reactions. A familiar substance that often causes physical
dependence is caffeine. This withdrawal reaction is typically manifested as
a headache and can occur if one becomes accustomed to consuming
caffeine and suddenly stops.

Another common term that is associated with addiction but really has
more to do with the pharmacological properties of a drug is that of
"tolerance." Tolerance means that a drug wears off in the patient's body
over time. Patients who have become tolerant to a medication need more
and more of the drug to obtain the same effect. In other words, the same
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again is a pharmacological property of a drug and is seen with many
drugs and does not necessarily herald addiction as a problem.

Unfortunately, many patients become very concerned about addiction
when phenomena like physical dependence and tolerance are either
possible or do occur. Unfortunately, many patients resist using
medications that might help them because they equate the misconception
of physical dependence or tolerance with addiction, which really is not the
case.

We know that many of the medications that physicians prescribe can
cause addiction. In such cases, doctors must watch closely for the signs
of addiction, and if they occur, ease the patient off the drug. This is no
different than any other side effect from any other drug. For instance, if
one gives an antibiotic, there is always a risk of an allergic reaction, and
if it occurs, the doctor simply stops the drug.

In the case of using addictive drugs for chronic pain, pain doctors have
the advantage of knowing that the hallmark of addiction is opposite to the
hallmark of effective chronic pain management. This vital key to
successful pain management is to manage the pain in order to improve
the function and quality of the patient's life.

March, 2004
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Good Medicine, Bad Behavior: Drug Diversion in America

Institute for Safe Medication Practices (ISMP)

Medicines in My Home - Information on Using OTC Medicines Safely
National Council on Patient Information and Education
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Your Medicine: Play It Safe

Disposal Resources

« Disposal by Flushing of Certain Unused Medicines: What You Should Know. Updated January 2012
Proper Disposal of Prescription Drugs. October 2009
Safe Medicine Disposal for ME Program
Smart Rx Disposal
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Not In My House. What to Do: 3 Steps
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Preventing Teen Abuse of Prescription Drugs. Fact sheet
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Chronic Opioid Therapy: Preparing for Your Appointments
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+ Webster; LR, Dove B. Avoiding Opioid Abuse While Managing Pain: A Guide for Practitioners. North Branch, MD: Sunrise River
Press; 2007.

« Fine PG, Portenoy RK. Fishman SM. A Clinical Guide to Opioid Analgesia. Vendome Group Healthcare Division, 2007.

« Responsible Opioid Prescribing: A Physician's Guide. Federation of State Medical Boards, 2007.
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Clinical Guidelines For the Use of Chronic Opioid Therapy in Chronic Noncancer Pain.

Chou R, Fanciullo GJ, Fine PG, et al. J Pain. 2009;10:113-130.

Howard A. Heit, MD, FACP, FASAM., Aaron M. Gilson, MS, MSSW, PhD. Federal Regulations on Prescribing a Control
Substance, American Society of Addiction Medicine.

Model policy for the use of controlled substances for the treatment of pain. 2004.

Federation of State Medical Boards of the United States, Inc.

Opioids for Chronic Noncancer Pain: Prediction and |dentification of Aberrant Drug-Related Behaviors: a review of the evidence
for an American Pain Society and American Academy of Pain Medicine clinical practice guideline.

Chou R, Fanciullo GJ, Fine PG, Miaskowski C, Passik SD, Portenoy RK. J Pain. 2009;10:131-146.

Practitioner's Manual: An Informaticnal Qutline of the Controlled Substances Act. 2010.

Drug Enforcement Administration, Office of Diversion Control. Washington, DC, Drug Enforcement Administration.
Principles of Analgesic Use in the Treatment of Acute Pain and Cancer Pain — Sixth Edition. 2008.

American Pain Society
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CHEHERTIALS RESPONSIBLE OPIOID PRESCRIBING: A PHYSICIAN'S GUIDE

VERIFICATION
(FCVs)

Note:

PHYSICIAN DATA This activity is approved for AMA PRA Caiegory | Credits™. For more information

(FPDC) about the CME activity, please click here
EDUCATION &
MEETINGS . . Responsible Opioid Prescribing offers physicians effective strategies for reducing the risk of addiction,
=~ Respunslhle Upwld abuse and diversion of opioids that they prescribe for their patients in pain. Written by pain medicine
SovocacY & . specialist Scott M. Fishman, M.D., this concise handbook translates the Federation of State Medical Board's
-_— P[ESC[Jhlﬂg Model Policy for the Use of Controlled Substances for the Treatment of Pain into pragmatic steps for risk
FSMB FOUNDATION A PHYSICIAN'S GUIDE reduction and improved patient care, including:
PUEBLICATIONS & « Patient evaluation, including risk assessment
MEDnA « Treatment plans that incorporate functional goals
CERCETE i . \nfo_rmed consent and prgscrlblng agr_eements
MEDICAL BOARD « Periodic review and monitoring of patients

« Referral and patient management

« Documentation

« Compliance with state and federal law

Scott M. Fishman, M.D., is a leading pain medicine clinician, researcher, teacher, lecturer and writer. He is
chief of the Division of Pain Medicine and professor of Anesthesiology at the University of California, Davis.
Board-certified in Psychiatry, Internal Medicine, Hospice and Palliative Medicine, and Pain Medicine, Dr.
Fishman is past president of the American Academy of Pain Medicine, author of The War on Pain and
Listening to Pain, and coauthor of The Massachusetfts General Hospital Handbook of Pain Management and
Essentials of Pain Medicine.

Inside This Book:

ORDER N

« Front Cover

« CME Accreditation Information
« Table of Contents

« Foreword

« Introduction

« About the Author

« Back Cover
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Responsible Opioid Prescribing - CME Accredited Version and Online Activity

p— Now Available!
Res]:slhte_ Opioid -

A Continuing Medical Education (CME) accredited version of Responsible
Opioid Prescribing: A Physician’s Guide is now available for purchase. The
activity, which is jointly sponsored by the University of Wisconsin School of
Medicine and Public Health, and the Federation of State Medical Boards
(FSMB), is approved for AMA PRA Category 1 Credits™. For more
information about the CME activity, including the accreditation information and
how to register for the online CME post-test, please click here.

Pain Resource Nurse Program Curriculum & Planning Guide

This 700+A page guide which is available on CD and flashdrive, contains educational medules and tools in
Word and PowerPoint formats.

Itis designed to assist clinicians/educators in hospital settings to coordinate and implement a Pain Resource
Nurse (PRN) Program.A It includes content on the prevalence and impact of pain; basic pain physiology:
assessment of pain; pharmacological and non-pharmacoclogical management; metheds of drug delivery;
treatment of acute, chronic and cancer pain; management of patients with substance abuse disorders; and
the PRN Role. The Guide also proves an overview of the PRN Program concept, practical tips on how to
coordinate, budget, and evaluate a PRN training course as well as information on how to support and
engage the PRNs who are trained.

Detecting Discomfort in Dementia: Focus on Behaviors

This video toolkit is designed to teach nursing assistants to identify the
behaviors that cognitively impaired residents may show when they are in pain
or discomfort, and to understand the ways they can help cognitively impaired
residents get relief of their pain or discomfort.

Discounted: "Building_an Institutional Commitment to Pain Management"

This practical resource will help you make high quality, cost-effective pain management a reality in your
clinical setting, whether it is a hospital, home care agency, clinic, or long term care facility. It provides a
comprehensive plan as well as over 100 sample resource tools contributed by leaders in pain quality
improvement around the country.

Return To Top | Contact The Resource Center
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MODEL GUIDELINES FOR THE USE OF CONTROLLED SUBSTANCES
FOR THE TREATMENT OF PAIN

THE FEDERATION OF STATE MEDICAL BOARDS OF THE UNITED STATES, INC.

(Adopted May 2, 1998)
Section I: Preamble

The (name of board) recognizes that principles of quality medical practice dictate that the people of the State of (name of state) have access to appropriate
and effective pain relief. The appropriate application of up-to-date knowledge and treatment modalities can serve to improve the quality of life for those
patients who suffer from pain as well as to reduce the morbidity and costs associated with untreated or inappropriately treated pain. The Board encourages
physicians to view effective pain management as a part of quality medical practice for all patients with pain, acute or chronic, and it is especially important for
patients who experience pain as a result of terminal illness. All physicians should become knowledgeable about effective methods of pain treatment as well as
statutory requirements for prescribing controlled substances.

Inadequate pain control may result from physicians' lack of knowledge about pain management or an inadequate understanding of addiction. Fears of
investigation or sanction by federal, state, and local regulatory agencies may also result in inappropriate or inadequate treatment of chronic pain patients.
Accordingly, these guidelines have been developed to clarify the Board's position on pain control, specifically as related to the use of controlled substances, to
alleviate physician uncertainty and to encourage better pain management.

The Board recognizes that controlled substances, including opioid analgesics, may be essential in the treatment of acute pain due to trauma or surgery and
chronic pain, whether due to cancer or non-cancer origins. Physicians are referred to the U.S. Agency for Health Care and Research Clinical Practice

Guidelines for a sound approach to the management of acute! and cancer-related pain.2

The medical management of pain should be based upon current knowledge and research and includes the use of both pharmacologic and non-pharmacologic
modalities. Pain should be assessed and treated promptly and the quantity and frequency of doses should be adjusted according to the intensity and duration
of the pain. Physicians should recognize that tolerance and physical dependence are normal consequences of sustained use of opioid analgesics and are not
synonymous with addiction.

The (state medical board) is obligated under the laws of the State of (name of state) to protect the public health and safety. The Board recognizes that
inappropriate prescribing of controlled substances, including opioid analgesics, may lead to drug diversion and abuse by individuals who seek them for other
than legitimate medical use. Physicians should be diligent in preventing the diversion of drugs for illegitimate purposes.

Physicians should not fear disciplinary action from the Board or other state regulatory or enforcement agency for prescribing, dispensing, or administering
controlled substances, including opioid analgesics, for a legitimate medical purpose and in the usual course of professional practice. The Board will consider
prescribing, ordering, administering, or dispensing controlled substances for pain to be for a legitimate medical purpose if based on accepted scientific
knowledge of the treatment of pain or if based on sound clinical grounds. All such prescribing must be based on clear documentation of unrelieved pain and in
compliance with applicable state or federal law.

Each case of prescribing for pain will be evaluated on an individual basis. The board will not take disciplinary action against a physician for failing to adhere
strictly to the provisions of these guidelines, if good cause is shown for such deviation. The physician's conduct will be evaluated to a great extent by the
treatment outcome, taking into account whether the drug used is medically and/or pharmacologically recognized to be appropriate for the diagnosis, the
patient's individual needs including any improvement in functioning, and recognizing that some types of pain cannot be completely relieved.

The Board will judge the validity of prescribing based on the physician's treatment of the patient and on available documentation, rather than on the quantity
and chronicity of prescribing. The goal is to control the patient's pain for its duration while effectively addressing other aspects of the patient's functioning,

including physical, psychological, social and work-related factors. The following guidelines are not intended to define complete or best practice, but rather to
communicate what the Board considers to be within the boundaries of professional practice.

Section |I: Guidelines

The Board has adopted the following guidelines when evaluating_the use of controlled substances for pain control:

1. Evaluation of the Patient

A complete medical history and physical examination must be conducted and documented in the medical record. The medical record should document the
nature and intensity of the pain, current and past treatments for pain, underlying or coexisting diseases or conditions, the effect of the pain on physical and

psychological function, and history of substance abuse. The medical record should also document the presence of one or more recognized medical
indications for the use of a controlled substance.

2. Treatment Plan

The written treatment plan should state objectives that will be used to determine treatment success, such as pain relief and improved physical and
psychosocial function, and should indicate if any further diagnostic evaluations or other treatments are planned. After treatment begins, the physician should
adjust drug therapy to the individual medical needs of each patient. Other treatment modalities or a rehabilitation program may be necessary depending on
the etiology of the pain and the extent to which the pain is associated with physical and psychosocial impairment.

3. Informed Consent and Agreement for Treatment
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The physician should discuss the risks and benefits of the use of controlled substances with the patient, persons designated by the patient, or with the
patient's surrogate or guardian if the patient is incompetent. The patient should receive prescriptions from one physician and one pharmacy where possible. If
the patient is determined to be at high risk for medication abuse or have a history of substance abuse, the physician may employ the use of a written
agreement between physician and patient outlining patient responsibilities including (1) urine/serum medication levels screening when requested (2) number
and frequency of all prescription refills and (3) reasons for which drug therapy may be discontinued (i.e. violation of agreement).

4, Periodic Review

At reasonable intervals based upon the individual circumstance of the patient, the physician should review the course of treatment and any new information
about the etiology of the pain. Continuation or modification of therapy should depend on the physician's evaluation of progress toward stated treatment
objectives such as improvement in patient's pain intensity and improved physical and/or psychosocial function, such as ability to work, need of health care
resources, activities of daily living, and quality of social life. If treatment goals are not being achieved, despite medication adjustments, the physician should
re-evaluate the appropriateness of continued treatment. The physician should monitor patient compliance in medication usage and related treatment plans.

5. Consultation

The physician should be willing to refer the patient as necessary for additional evaluation and treatment in order to achieve treatment objectives. Special
attention should be given to those pain patients who are at risk for misusing their medications and those whose living arrangement pose a risk for medication
misuse or diversion. The management of pain in patients with a history of substance abuse or with a comorbid psychiatric disorder may require extra care,
monitoring, documentation, and consultation with or referral to an expert in the management of such patients.

6. Medical Records

The physician should keep accurate and complete records to include (1) the medical history and physical examination (2) diagnostic, therapeutic and
laboratory results (3) evaluations and consultations (4) treatment objectives (5) discussion of risks and benefits (6) treatments (7) medications [including date,
type, dosage, and quantity prescribed] (8) instructions and agreements and (9) periodic reviews. Records should remain current and be maintained in an
accessible manner and readily available for review.

7. Compliance with Controlled Substances Laws and Regulations

To prescribe, dispense, or administer controlled substances, the physician must be licensed in the state, and comply with applicable federal and state
regulations. Physicians are referred to the Physicians Manual of the U.S. Drug Enforcement Administration and (any relevant documents issued by the state
medical board) for specific rules governing controlled substances as well as applicable state regulations.

Section llI: Definitions

For the purposes of these guidelines, the following terms are defined as follows:

Acute pain: Acute pain is the normal, predicted physiological response to an adverse chemical, thermal, or mechanical stimulus and is associated with
surgery, trauma and acute iliness. It is generally time limited and is responsive to opioid therapy, among other therapies.

Addiction: Addiction is a neurobehavioral syndrome with genetic and environmental influences that results in psychological dependence on the use of
substances for their psychic effects and is characterized by compulsive use despite harm. Addiction may also be referred to by terms such as "drug
dependence" and "psychological dependence." Physical dependence and tolerance are normal physiological consequences of extended opioid therapy for
pain and should not be considered addiction.

Analgesic Tolerance: Analgesic tolerance is the need to increase the dose of opioid to achieve the same level of analgesia. Analgesic tolerance may or may
not be evident during opioid treatment and does not equate with addiction.

Chronic Pain: A pain state which is persistent and in which the cause of the pain cannot be removed or otherwise treated. Chronic pain may be associated
with a long-term incurable or intractable medical condition or disease.

Pain: an unpleasant sensory and emotional experience associated with actual or potential tissue damage or described in terms of such damage.

Physical Dependence: Physical dependence on a controlled substance is a physiologic state of neuroadaptation which is characterized by the emergence of a
withdrawal syndrome if drug use is stopped or decreased abruptly, or if an antagonist is administered. Physical dependence is an expected result of opioid
use. Physical dependence, by itself, does not equate with addiction.

Pseudoaddiction: Pattern of drug-seeking behavior of pain patients who are receiving inadequate pain management that can be mistaken for addiction.

Substance Abuse: Substance abuse is the use of any substance(s) for non-therapeutic purposes; or use of medication for purposes other than those for which
it is prescribed.

Tolerance: Tolerance is a physiologic state resulting from regular use of a drug in which an increased dosage is needed to produce the same effect or a
reduced effect is observed with a constant dose.

Acute Pain Management Guideline Panel. Acute Pain Management: Operative or Medical Procedures and Trauma. Clinical Practice Guideline. AHCPR
Publication No. 92-0032. Rockville, Md. Agency for Health Care Policy and Research. U.S. Department of Health and Human Resources, Public Health
Service. February 1992.

2Jacox A, Carr DB, Payne R, et al. Management of Cancer Pain. Clinical Practice Guideline No. 9. AHCPR Publication No. 94-0592. Rockville, Md. Agency for
Health Care Policy and Research, U.S. Department of Health and Human Resources, Public Health Service. March 1994.
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ABOUT KADIAN

KADIAN ® (morphine suifate sustained release capsules)
Cll, is proven to provide 24-hour control of moderate to
severe chronic pain with the convenience of dosing every 12
or 24 hours.

CONTACTS

Patient Assistance Program: 1(866) 884 5307
KADIAN customer service: 1(800) 432 8534
Physician and healthcare

professionals: 1(877) 4 KADIAN

Alpharmma Branded Products Division
1 New England Avenue

Piscataway, NJ 08854

(732) 465 3600

ALPHARMA INC. U.S. HEADQUARTERS
One Executive Drive, Fort Lee, NJ USA 07024
(201) 947 7774, 1(800) 645 4216 U.S. only
More information

KADIAN News and Information
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This site is intended for US healthcare professionals only.

KADIAN'COQO

Morphine Sulfate
Extended-Release Capsules

10mg-20mg-30mg-40mg-30mg
60mg-80mg-100mg-200mg

The U.S. Prescribing Information in this product database
represents the current product labeling information as of the date
of the document. While every effort has been made to ensure this
information is current, you should contact our Medical
Communications team at (800) 678-1605 to obtain the most
current product information available.

“" Continue to Labeling Information
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New

fentanyl buccal tablet G

Welcome to FENTORA.com

I oo cac e © - T

(*3 Cephalon

defiver more?

PHYSICIANS AND OTHER HEALTHCARE PROVIDERS MUST BECOME
FAMILIAR WITH THE IMPORTANT WARNINGS IN THIS LABEL.

FENTORA contains fentanyl, an opioid agonist and a Schedule Il controlled
substance, with an abuse liability similar to other opioid analgesics.
FENTORA can be abused in a manner similar to other opioid agonists,
legal or illicit. This should be considered when prescribing or dispensing
FENTORA in situations where the physician or pharmacist is concerned
about an increased risk of misuse, abuse or diversion. Schedule Ii opioid
substances which include morphine, oxycodone, hydromorphone,
oxymorphone, and methadone have the highest potential for abuse and
risk of fatal overdose due to respiratory depression.

FENTORA is indicated for the management of breakthrough pain in
patients with cancer who are already receiving and who are tolerant to

considered opioid tolerant are those who are taking at least 60 mg of oral
morphine/day, at least 256 mcg of transdermal fentanyl/hour, at least 30 mg of
oxycodone daily, at least 8 mg of oral hydromorphone daily or an equianalgesic
dose of another opioid for a week or longer.

Because life-threatening respiratory depression could occur at any dose in
opioid non-tolerant patients, FENTORA is contraindicated in the management
of acute or postoperative pain. This product is not indicated for use in opioid
non-tolerant patients.

Patients and their caregivers must be instructed that FENTORA contains a
medicine in an amount which can be fatal to a child. Patients and their
caregivers must be instructed to keep all tablets out of the reach of
children. (See Information for Patients and Their Caregivers for disposal

instructions.)

Due to the higher bioavailability of fentanyl in FENTORA, when converting
patients from other oral fentanyl products, including oral transmucosal
fentanyl citrate (OTFC and Actiq®), to FENTORA, do not substitute
FENTORA on a mcg per mcg basis. Adjust doses as appropriate. (See
DOSAGE AND ADMINISTRATION.)

FENTORA is intended to be used only in the care of opioid tolerant cancer
patients and only by healthcare professionals who are knowledgeable of
and skilled in the use of Schedule Il opioids to treat cancer pain.

Copyright 2006. Cephalon, Inc. All Rights Reserved.
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» Product list

Actavis is committed to providing its customers with a wide range of affordable, high-quality products covering all significant

Manufacturing sites therapeutic classes.

Quality The US division portfolio includes more than 80 molecules presented in a wide range of dosage forms including: tablets,
capsules, liquids, creams, ointments, suppositories, and injectables.

CPSIA

Search in products
|, search

PRODUCT LIST
A

Acetasol HC Otic Solution
Alprazolam Extended-Release Tablets, USP CIV
Alprazolam Tablets, USP CIV

B
Bacitracin Zinc Ointment, USP (OTC)

Betamethasone Dipropionate Qintment, USP

Betamethasone Valerate Cream, USP

buPROPIon Hydrochloride Extended-Release Tablets
(X)

buPROPion Hydrochloride Extended-Release Tablets,
USP (SR)

Carbidopa and Levodopa Tablets, USP
Clonazepam Tablets, USP CIV

Clotrimazole and Betamethasone Dipropionate Cream,
UsP

Constulose (Lactulose Solution, USP)

Desipramine Hydrochloride Tablets, USP
Diclofenac Sodium Delayed-Release Tablets, USP

Diltiazem CD (Diltiazem Hydrochloride Extended-
Release Capsules, USP)

E

Enulose (Lactulose Solution, USP)

F

Fentanyl Transdermal System ClI
Finasteride Tablets, USP

G

Gabapentin Capsules, USP
Glyburide and Metformin Hydrochloride Tablets, USP

Hydrochlorothiazide Tablets, USP

Hydrocortisone Cream plus 12 moisturizers (OTC)
Hydrocortisone Cream, USP (Rx)

Hydrocortisone Qintment, USP (OTC)

Hydromet Syrup ClII

Ibuprofen Oral Suspension, USP (Rx)
Iscsorbide Mononitrate Tablets, USP

K

KADIAN® Morphine Sulfate Extended-Release Capsules
cll

L

Levetiracetam Oral Solution
Lovastatin Tablets, USP

Metoclopramide Tablets, USP
Metronidazole Topical Cream
Miconazole Nitrate Vaginal Cream, USP (OTC)

Acyclovir Oral Suspension, USP
Alprazolam Orally Disintegrating Tablets CIV

Betamethasone Dipropionate Cream, USP

Betamethasone Dipropionate Ointment, USP
(Augmented)

Betamethasone Valerate Ointment, USP

buPROPion Hydrochloride Extended-Release Tablets,
USP (SR)

Children's Ibuprofen Oral Suspension, USP (OTC)
Clonidine Hydrochloride Tablets, USP

Clotrimazole Vaginal Cream, USP (OTC)

Cyproheptadine Hydrochloride Oral Solution, USP

Desonide Lotion
Diclofenac Sodium Extended-Release Tablets, USP

Donepezil Hydrochloride Tablets

Etodolac Tablets, USP

FeverAll®@ Acetaminophen Rectal Suppositories (OTC)

Gabapentin Tablets, USP
Griseofulvin Oral Suspension, USP (microsize)

Hydrocortisone and Acetic Acid Otic Solution, USP
Hydrocortisone Cream, USP (OTC)
Hydrocortisone Cream, USP with Aloe (OTC)
Hydrocortisone Ointment, USP (Rx)

Indapamide Tablets, USP

Lorazepam Tablets, USP CIV

Metronidazole Lotion
Miconazole Nitrate Cream (OTC)
Miconazole Nitrate Vzginal Suppositories (Rx)
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Miconazole Nitrate Vaginal Suppositories, USP (OTC) Minoxidil Topical Solution, USP for Men (OTC)
Minoxidil Topical Solution, USP for Men Extra Strength

(OTC)
N
Nifedipine Capsules, USP Nifedipine Extended-Release Tablets
(o}
Ondansetron Tablets, USP Oxazepam Capsules, USP CIV
Oxycodone Hydrochloride and Ibuprofen Tablets Cll Oxycodone Hydrochloride Tablets, USP Cli

Oxymorphone Hydrochloride Extended-Release Tablets
(e]]

P
Pantoprazole Delayed Release Tablets, USP Permethrin Cream
Permethrin Lotion (OTC) Phenytoin Oral Suspension, USP
Pilocarpine Hydrochloride Tablets Prometh with Codeine Gough Syrup - CV
El:granolol Hydrochloride Extended-Release Capsules, Propylthiouracil Tablets, USP

R
Rantidine Syrup (Ranitidine Oral Solution, USP)

S
Spironolactone Tablets, USP

T
Tamsulosin Hydrochloride Capsules, USP Temazepam Capsules, USP CIV
Tretincin Cream Triple Antibiotic Ointment

\"

Vaacyclovir Hydrochloride Tablets

z
Zopidem Tartrate Extended-Release Tablets, USP CIV

& 60 BROK [Gisend (& eent

Privacy policy Actavis US Home Sitemap

60 Columbia Rd, Building B Morristown, NJ 07960 - Tel 973-993-4500 « Fax 973-993-4303 - infous@actavis.com © Actavis 2012
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MEDIA CONTACTS
NEWS

< NEWS SEARCH Mark Marmur

News List Tel: +1 (862) 261 7558
Email: mark.marmur@actavis.com
03.17.2015 | Other
Media Contacts

Lisa DeFrancesco

/—\C’[a\/IS COI’T] DleteS A“ergaﬂ ACQ UiSiUOﬂ Investor Relations

Tel: +1 (862) 261 7152
Email: investor.relations@actavis.com

Aciwis + 2= ALLERGAN

DUBLIN, IRELAND - March 17, 2015 - Actavis plc (NYSE: ACT) today announced that it has
completed the acquisition of Allergan, Inc. (NYSE: AGN) in a cash and equity transaction valued at
approximately $70.5 billion. The combination creates one of the world’s top 10 pharmaceutical
companies by sales revenue, with combined annual pro forma revenues of more than $23 billion
anlicipated in 2015.

"The combination of Actavis and Allergan creates an exceptional global pharmaceutical company
and a leader in a new industry model - Growth Pharma," said Brent Saunders, CEO and President
of Actavis. "Anchored by world-renowned brand franchises, a leading global generics business, a
premier pharmaceutical development pipeline and an experienced management team committed
to maintaining highly efficient operations across the organization, we are creating an unrivaled
foundation for long-term growth.

"Our combined company will be built around a customer-focused commitment to partnering with
physicians, pharmacists and patients to deliver innovative treatments and enhance access to
important therapies around the world. We have industry-leading global commercial strength, with
sustainable blockbuster brand franchises in key therapeutic categories and broad commercial
reach extending across approximately 100 countries. Qur experienced field-based representatives
will continue to deliver exceptional support on a broad range of products to physicians and
specialists around the world. And our powerful global supply chain is broadly recognized as a
world leader, with continued excellence in quality and customer service.

"Supporting the growth of this innovative industry model is our strategically focused R&D engine,
built on novel compounds in specialty and primary care markets where there is significant unmet
medical need, and fueled by approximately $1.7 billion in annual investment. With an innovative
product development portfolio exceeding 20 near-term projects and a world-class generics
pipeline, which continues to hold an industry-leading position in First-to-File opportunities in the
US. and more than 1,000 marketing authorizations globally, we are uniquely positioned within our
industry to ensure our development activities support sustainable long term organic growth.

"With the acquisition now complete, we will immediately begin implementing our comprehensive
integration plans to ensure that we leverage our strengthened global organization to generate
sustainable organic earnings growth from our newly expanded base, and continue our ascent into
the fastest-growing and most dynamic growth pharmaceutical company in global healthcare."

Financially Compelling Transaction

Actavis continues to expect the transaction to generate double-digit aceretion to non-GAAP
earnings within the first 12 months, including approximately $1.8 billion in operating and financial
synergies to be realized within one year following the close. These synergies exclude any.
additional revenue or manufacturing synergies, and are in addition to the $475 million of annual
savings previously announced by Allergan in connection with Project Endurance. Actavis further
expects to generate strong operating cash flow in excess of $8 billion in 2016, which would enable
the Company to rapidly de-lever the balance sheet.

Review of the Benefits of the Acquisition

The combination of Actavis and Allergan creates a pharmaceutical business with a growth profile
unparalleled within the industry.

Significantly Expanded Brand Pharmaceutical Portfolio Supported by a World-Class Sales and
Marketing Organization

The close of the transaction creates an exceptional global brand pharmaceutical business with
leading positions in key therapeutic categories. The company has six blockbuster franchises with
combined pro forma 2015 revenues of approximately $15 billion expected, including franchises
with annual revenues in excess of $3 billion in Eye Care, Neurosciences/CNS and Medical
Aesthetics/Dermatology/Plastic Surgery, as well as a portfolio of world-renowned brands including
BOTOX®, RESTASIS®, JUVEDERM®, NAMENDA XR®, LINZESS® and LO LOESTRIN® Fe among
others.

The combined company will continue to be recognized for its strong commitment as the partner
of choice with phvsicians. specialists. pharmacists, regulators and patients. The comkination is
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committed to creating the best customer experience, based on deeply-held relationships with
customers and colleagues in approximately 100 countries around the world. The company’s
experienced sales and marketing organization will continue to deliver exceptional suoport to more
than a dozen medical specialists, including primary care physicians, ophthalmologists,
optometrists, retinal specialists, neurologists, psychiatrists, dermatologists, aesthetic surgeons,
medical aesthetic professionals, plastic surgeons, gastroenterologists, pulmonologists, OB-GYNs,
urologists, cardiologists, infectious disease specialists, pain specialists and rehabilitation
specialists.

Enhanced Commercial Opportunities across Global Markets

The combinaton greatly enhances Actavis’ international commercial opportunities. The company
has an expanced commercial presence now including approximately 100 countries, with an
enhanced presence across Canada, Europe, Southeast Asia and Latin America and a strong
footprint in China and India. The combined company will benefit from Allergan’s global brand
equity, industry-leading consumer marketing capabilities and strong consumer awareness of key
Allergan products in global markets, including BOTOX®, RESTASIS®, JUVEDERM®, LATISSE®,
NATRELLE® and others. On a pro forma basis, the company is expected to have app-oximately $5
billion in 2015 international revenue, and will have the unique opportunity to drive continued
growth in international markets through its enhanced portfolio of brands, generics, branded-
generic and over-the-counter products.

Strengthened and Expanded Pharmaceutical R&D Pipeline

The combined company will provide a strong commitment to R&D, with an exceptional level of
investment of approximately $1.7 billion expected in 2015, focused on the strategic development
of innovative and durable value-enhancing products within brands, generics, biologics and OTC
portfolios. The company has more than 20 innovative products in near- or mid-term development,
including Cariprazine, Eluxadoline, Esmya, Aczone X and Darpin AMD, among other promising
candidates. The company’s pipeline is strategically focused within its core therapeutic areas, with
key candidates in Dermatology and Aesthetics, Eye Care, CNS, Gl, Anti-infectives, Women’s
Health and Urology. The Company's generics pipeline is also positioned to deliver sustainable
growth, with approximately 230 Abbreviated New Drug Applications pending at FDA, including
approximately 70 first-to-file applications, as well as nearly 1,000 marketing authorization
applications filed outside of the U.S. in 2014.

Commitment to Being the Partner of Choice for Physicians, Patients and the Medical Community

The combined company will retain Allergan’s foundational commitment to being the partner of
choice for physicians, patients and the medical community. The Company will continue to foster
deep engagement with medical specialists, listening closely to their needs to help advance patient
care and deliver treatments that address significant unmet medical needs. In addition, the
Company will continue to go above and beyond to provide education and information - with the
highest level of integrity - that helps patients fully understand the choices available to them and
make well-informed treatment decisions with their doctors. Through these essential partnerships,
the Company will continue to bring to bear scientific excellence and rigor to deliver leading
products that improve patient outcomes.

Strong Combined Global Leadership Team with Deep Experience across the Business

The combined company's expanded senior management team is comprised of leaders from both
Actavis and Allergan. It is structured to leverage the strong talent from both organizations to
ensure that the new company capitalizes on its expanded global commercial footprint and the
proven track record of Allergan’s powerful and critically important product franchises, while
maintaining Actavis’ continued dominance as a world leader in generics. With this structure in
place beginning on Day 1, the company is immediately positioned to maximize growth across all
of its global businesses.

About Actavis

Actavis plc (NYSE: ACT), headquartered in Dublin, Ireland, is a unique, global pharmaceutical
company and a leader in a new industry model — Growth Pharma. Actavis is focused on
developing, manufacturing and commercializing innovative branded pharmaceuticals, high-quality
generic and over-the-counter medicines and biologic products for patients around the world.

Actavis markets a portfolio of best-in-class products that provide valuable treatments for the
central nervous system, eye care, medical aesthetics, gastroenterology, women'’s hea'th, urology,
cardiovascular and anti-infective therapeutic categories, and operates the world’s third-largest
global generics business, providing patients around the globe with increased access to affordable,
high-quality medicines. Actavis is an industry leader in research and development, with one of the
broadest development pipelines in the pharmaceutical industry and a leading position in the
submission of generic product applications globally.

With commercial operations in approximately 100 countries, Actavis is committed tc working with
physicians, healthcare providers and patients to deliver innovative and meaningful treatments that
help people around the world live longer, healthier lives.

Actavis intends to adopt a new global name - Allergan - pending shareholder approval in 2015.
For more information, visit Actavis' website at www.actavis.com
Forward-Looking Statement

Statements contained in this press release that refer to future events or other non-historical facts
are forward-looking statements that reflect Actavis’ current perspective of existing trends and
information as of the date of this release. Except as expressly required by law, Actavis disclaims
any intent or obligation to update these forward-looking statements. Actual results may differ
materially from Actavis’ current expectations depending upon a number of factors affecting
Actavis’ business. These factors include, among others, the difficulty of predicting the timing or
outcome of FDA approvals or actions, if any; the impact of competitive products and pricing;
market acceptance of and continued demand for Actavis’ products; risks associated with
acquisitions, mergers and joint ventures; difficulties or delays in manufacturing; and other risks
and uncertainties detailed in Actavis’ periodic public filings with the Securities and Exchange
Commission, including but not limited to Actavis’ Annual Report on Form 10-K for the year ended
December 31, 2014. Except as expressly required by law, Actavis disclaims any intent or obligation
to update these forward-looking statements.
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i = Brand Equivalent:
Manufacturing sites

Quality and compliance Trademark:

CPSIA

Duragesic®

Fentanyl Transdermal System Cll 25mcg/h

Size:

5 patches per
carton

Imprint:
N/A

NDC:

67767-120-18

Fentanyl Transdermal System Cll 50mcg/h

Size:

5 patches per
carton

Imprint:
N/A

NDC:

67767-121-18

Fentanyl Transdermal System CIl 75 mcg/h

Size:

5 patches per
carton

Imprint:
N/A

NDC:

67767-122-18

Fentanyl Transdermal System Cll 100 mcg/h

Size:

5 patches per
carton

Imprint:
N/A

43 60 BACK

NDC:

67767-123-18

Duragesio® is the registered trademark of Johnson & Johnson

*Note: Produets illustrated may not appear at actual size and/or exact color.

Description:
Individually packaged

For prescribing information, please download:
“=. FentanylPI102009.pdf

For medication guide, please download:
“= Fentanyl_Transdermal_Systemmedguide_Rev_0609.pdf

For instructions for applying, please download:
= Fentanyl_Instructions_for_applying_Rev_0809.pdf

Description:
Individually packaged

For prescribing information, please download:
= FentanylP1102009.pdf

For medication guide, please download:
" Fentanyl_Transdermal_Systemmedguide_Rev_0609.pdf

For instructions for applying, please download:
) Fentanyl_Instructions_for_applying_Rev_0609.pdf

Description:
Individually packaged

For prescribing information, please download:
*“** FentanylPI102009.pdf

For medication guide, please download:
‘_5‘ Fentanyl_Transdermal_Systemmedguide_Rev_0609.pdf

For instructions for applying, please download:
= Fentanyl_Instructions_for_applying_Rev_0809.pdf

Description:
Individually packaged

For prescribing information, please download:
= FentanylP1102009.pdf

For medication guide, please download:
" Fentanyl_Transdermal_Systemmedguide_Rev_0609.pdf

For instructions for applying, please download:
“ Fentanyl_Instructions_for_applying_Rev_0609.pdf

& PRINT

O seno

The U.S. Prescribing Information in this product database represents the current product labeling information as of the date of the
document. While every effort has been made to ensure this information is current, you should contact our Medical Affairs team at
1-800-432-8534 to obtain the most current product information available.
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Products OXYCODONE HYDROCHLORIDE TABLETS, USP Cll

Product list

= 5 Brand Equivalent: Roxicodone®
Manufacturing sites

Trademark: Roxicodone® is the registered trademark of Xanodyne Pharmceuticals, Inc.

Quality and compliance

CPSIA *Note: Produets illustrated may not appear at actual size and/or exact color.

Oxycodone Hydrochloride Tablets, USP Cll 15mg

Size: NDC:
100 0228-2878-11
Imprint:

A214 on bisected side

Oxycodone Hydrochloride Tablets, USP Cll 30mg

Size: NDC:
100 0228-2879-11
Imprint:

A215 on bisected side

42 GO BACK

For prescribing information, please download:
= 4091530xycodoneHydrochloride TabletsUSPRev1110.pdf

|4 0xycodone Hydrochloride Tablets, USP Cll 15mg

For Prescribing Information, please download:
=, 4091530xycodoneHydrachloride TabletsUSPRev1110.pdf

[ 0xycodone Hycrochioride Tablets, USP Cll 30mg

= seno [:jprim

The U.S. Prescribing Information in this product database represents the current product labeling information as of the date of the
document. While every effort has been made to ensure this information is current, you should contact our Medical Affairs team at

1-800-432-8534 to obtain the most current product information available

Privacy policy Actavis US Home Sitemap

60 Columbia Rd, Building B Morristown, NJ 07960 - Tel 973-993-4500 - Fax 973-993-4303 - infous@actavis.com @ Actavis 2011
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Products KADIAN® MORPHINE SULFATE EXTENDED-RELEASE CAPSULES Cli

Product list

i = Brand Equivalent: N/A
Manufacturing sites
Quality and compliance Trademark:  KADIAN® is the registered trademark of Actavis Elizabeth LLC.

CPSIA *Note: Produets illustrated may not appear at actual size and/or exact color.

KADIAN® Morphine Sulfate Extended-Release Capsules Cll 10mg
Size: NDC: Description:
Light blue opaque body and cap

100 46987-410-11 :
For prescribing information, please download:
‘_f‘ Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.pdf
Imprint:
KADIAN on the cap; 10mg printed on [ )lmage Kadian tablet 10mg
the body

KADIAN® Morphine Sulfate Extended-Release Capsules Cll 20mg
Size: NDC: Description:
Yellow opaque body and cap

100 46987-322-11 e 1
For prescribing information, please download:
‘; Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.pdf
Imprint:
KADIAN on the cap; 20mg printed on [ }Image Kadian tablet 20mg
the body

KADIAN® Morphine Sulfate Extended-Release Capsules Cll 30mg
Size: NDC: Description:
Blue violet opaque body and cap

100 46987-325-11 .
For prescribing information, please download:
“ Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.paf
imprint:
KADIAN on the cap; 30mg printed on [, Image Kadian tablet 30mg
the body

KADIAN® Morphine Sulfate Extended-Release Capsules Cli 50mg
Size: NDC: Description:
Blue opaque body and cap

100 46987-323-11 e 3
For prescribing information, please download:
‘_:. Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.pdf
Imprint:
KADIAN on the cap, 50mg printed on [;:\mage Kadian tablet 50mg
the body

KADIAN® Morphine Sulfate Extended-Release Capsules Cll 60mg
Size: NDC: Description:
Pink opaque body and cap

100 46987-326-11 .
For prescribing information, please download
4 Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.paf
Imprint:
KADIAN on the cap; 60mg printed on  [;Image Kadian tablet 60mg
the body

KADIAN® Morphine Sulfate Extended-Release Capsules Cli 80mg
Size: NDC: Description:
Light orange opaque body and cap

100 46987-412-11 e G .
For prescribing information, please download:
‘__ Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.pdf
Imprint:
KADIAN on the cap; 80mg printed on E‘j\mage Kadian tablet 80mg
the body

KADIAN® Morphine Suifate Extended-Release Capsules Cll 100mg
Size: NDC: Description:
Green opaque body and cap

100 46987-324-11 . .
For prescribing information, please download:
™ Kadian_Morphine_Sulfate_ExtendedRelease_Gapsules_Rev_210.pdf
Imprint:
KADIAN on the cap; 100mg on the [#2Image Kadian tablet 100mg
body

KADIAN® Morphine Sulfate Extended-Release Capsules Cli 200mg
Size: NDC: Description:

P-29829 _ 00189



100 46987-377-11
Imprint:
KADIAN on the cap; 200mg printed
on the body

¢ GO BACK

Light brown opaque cap and body

For prescribing information, please download:
% Kadian_Morphine_Sulfate_ExtendedRelease_Capsules_Rev_210.pdf

|4 Image Kadian tablet 200mg

[ seno ;‘A’Prml

The U.S. Prescribing Information in this product database represents the current product labeling information as of the date of the
document. While every effort has been made to ensure this information is current, you should contact our Medical Affairs team at
1-800-432-8534 to obtain the most current product information available.

Privacy policy Actavis US Home Sitemap
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Products OXYCODONE HYDROCHLORIDE AND IBUPROFEN TABLETS CII

Product list
= 5 Brand Equivalent: Combunox®
Manufacturing sites
) @ " .
Quality and compliance Trademark: Combunox™ is the registered trademark of Forest Laboratories, Inc.

CPSIA *Note: Produets illustrated may not appear at actual size and/or exact color.

Oxycodone Hydrochloride & Ibuprofen Tablets Cll 5mg/400mg
Size: NDC: Description:

100 0228-4029-11

Imprint:

Yellow, capsule-shaped, film coated tablet

For prescribing information, please download:
1 OxycodoneHydrochlorideandlbuprofenTabletsRev807.pdf

I;:-Image Actavis Oxycodone and Ibuprofen Tablet

Actavis logo and 29 on one side, and
bisect on both sides

& 6o BRcK

& seno | & rrinT

The U.S. Prescribing Information in this product database represents the current product labeling information as of the date of the
document. While every effort has been made to ensure this information is current, you should contact our Medical Affairs team at

1-800-432-8534 to obtain the most current product information available.

Privacy policy Actavis US Home Sitemap
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Products OXYCODONE HYDROCHLORIDE TABLETS, USP Cll

Product list

= 5 Brand Equivalent: Roxicodone®
Manufacturing sites

Trademark: Roxicodone® is the registered trademark of Xanodyne Pharmceuticals, Inc.

Quality
Oxycodone Hydrochloride Tablets, USP Cll 15mg
Size: NDC: Description:

CPSIA

Green, round tablet

0e 0225:2675:11 For prescribing information, please download:
. 4091530xycodoneHydrachloride TabletsUSPRev1110.pdf
Tiprint; | Oxycodone Hydrochloride Tablets, USP Cll 15mg

A214 on bisected side

Oxycodone Hydrochloride Tablets, USP Cll 30mg
Size: NDC: Description:
Blue, round tablet

100 0228-2879-11 . y

For Prescribing Information, please download:

= 4091530xycodoneHydrochloride TabletsUSPRev1110.pdf
Impiint: [20xycodone Hydrochloride Tablets, USP Cll 30mg

A215 on bisected side

*Note: Product illustrations, if any, may not appear at actual size and/or exact color.

[ senp & PRINT

The U.S. Prescribing Information in this product database represents the current product labeling information as of the date of the
document. While every effort has been made to ensure this information is current, you should contact our Medical Affairs team at

1-800-432-8534 to obtain the most current product information available

Privacy policy Actavis US Home Sitemap

60 Columbia Rd, Building B Morristown, NJ 07960 - Tel 973-993-4500 - Fax 973-993-4303 - infous@actavis.com @ Actavis 2012
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Products PRODUCT LIST

» Product list

Actavis is committed to providing its customers with a wide range of affordable, high-quality products covering all significant

Manufacturing sites

Quality

therapeutic classes.

The US division portfolio includes more than 80 molecules presented in a wide range of dosage forms including: tablets,

capsules, liquids, creams, ointments, suppositories, and injectables.

CPSIA

Search in products

SEARCH

PRODUCTLIST

A

Acetasol HC Otic Solution
Alprazolam Extended-Release Tablets, USP CIV
Alprazolam Tablets, USP CIV

E

F

G

K

L

Metoclopramide Tablets, USP
Metronidazole Topical Cream

Bacitracin Zinc Qintment, USP (OTC)
Betamethasone Dipropionate Ointment, USP

Betamethasone Valerate Cream, USP

buPROPion Hydrochloride Extended-Release Tablets
(XL)

buPROPion Hydrochloride Extended-Release Tablets,
USP (SR)

Carbidopa and Levodopa Tablets, USP
Clonazepam Tablets, USP GIV

Clotrimazole and Betamethasone Dipropionate Cream,
usp

Constulose (Lactulose Solution, USP)

Desipramine Hydrochloride Tablets, USP
Diclofenac Sodium Delayed-Release Tablets, USP

Diltiazem CD (Diltiazem Hydrochloride Extended-
Release Capsules, USP)

Enulose (Lactulose Solution, USP)

Fentanyl Transdermal System CII
Finasteride Tablets, USP

Gabapentin Capsules, USP
Glyburide and Metformin Hydrochloride Tablets, USP

Hydrochlorothiazide Tablets, USP

Hydrocortisone Cream plus 12 moisturizers (OTC)
Hydrocortisone Cream, USP (Rx)

Hydrocortisone Ointment, USP (OTC)

Hydromet Syrup Cli|

Ibuprofen Oral Suspension, USP (Rx)
Iscsorbide Mononitrate Tablets, USP

KADIAN® Morphine Sulfate Extended-Release Capsules
(o]

Levetiracetam Oral Solution
Lovastatin Tablets, USP

Acyclovir Oral Suspension, USP
Alprazolam Orally Disintegrating Tablets GIV

Betamethasone Dipropionate Cream, USP

Betamethasone Dipropionate Ointment, USP
(Augmented)

Betamethasone Valerate Ointment, USP

buPROPion Hydrochloride Extended-Release Tablets,
USP (SR}

Children's Ibuprofen Oral Suspension, USP (OTGC)
Clonidine Hydrochloride Tablets, USP

Clotrimazole Vaginal Cream, USP (OTC)

Cyproheptadine Hydrochioride Oral Solution, USP

Desonide Lotion
Diclofenac Sodium Extended-Release Tablets, USP

Donepezil Hydrochloride Tablets

Etodolac Tablets, USP

FeverAll® Acetaminophen Rectal Suppositories (OTC)

Gabapentin Tablets, USP
Griseofulvin Oral Suspension, USP (microsize)

Hydrocortisone and Acetic Acid Otic Solution, USP
Hydrocortisone Cream, USP (OTC)
Hydrocortisone Cream, USP with Aloe (OTC)
Hydrocortisone Ointment, USP (Rx)

Indapamide Tablets, USP

Lorazepam Tablets, USP CIV

Metronidazole Lotion
Miconazole Nitrate Cream (OTC)

P-29829 _ 00196



Miconazole Nitrate Vaginal Cream, USP (OTC) Miconazole Nitrate Vaginal Suppositories (Rx)

Miconazole Nitrate Vaginal Suppositories, USP (OTC) Minoxidil Topical Solution, USP for Men (OTC)
Minoxidil Topical Solution, USP for Men Extra Strength
(OTC)

N
Nifedipine Capsules, USP Nifedipine Extended-Release Tablets

(o]
Ondansetron Tablets, USP Oxazepam Capsules, USP CIV
Oxycodone Hydrochloride and Ibuprofen Tablets Cll Oxycodone Hydrochloride Tablets, USP Cll
Oxymorphone Hydrochloride Extended-Release Tablets
(o]

P
Pantoprazole Delayed Release Tablets, USP Permethrin Cream
Permethrin Lotion (OTC) Phenytoin Oral Suspension, USP
Pilocarpine Hydrochloride Tablets Prometh with Codeine Cough Syrup - CV

Propranolol Hydrochloride Extended-Release Capsules, Propylthiouracil Tablets, USP

R
Rantidine Syrup (Ranitidine Oral Solution, USP)

S

Spironolactone Tablets, USP

T

Tamsulosin Hydrochloride Capsules, USP Temazepam Capsules, USP CIV
Tretinoin Cream Triple Antibiotic Ointrrent

v

Vaacyclovir Hydrochloride Tablets

Z
Zolpidem Tartrate Extended-Release Tablets, USP CIV

€3 6o BACK SEND & PRINT

Privacy policy Actavis US Home Sitemap
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PRODUCT LIST PIPELINE MANUFACTURING

us

PRODUCTS : ProDUCT LIST
Product list FENTANYL TRANSDERMAL SYSTEM ClI
New products

Dosage Form: transdermal system
Compare to: Duragesic®

Product Insert: download PDF
Patient Insert: download PDF

Product Markings System Fentanyl
Each Dose* Size Content
FENTANYL TRANSDERMAL SYSTEM
10 cm2 25mg

25 mog/hr
FENTANYL TRANSDERMAL SYSTEM

= 20 cm2 5 mg
50** meg/hr
FENTANYL TRANSDERMAL SYSTEM

P 30 cm2 7.5mg
75" meg/hr

FENTANYL TRANSDERMAL SYSTEM

100™ meg/hr

* Nominal delivery rate per hour

** FOR USE ONLY IN OPIOID TOLERANT PATIENTS

40 cm2 10 mg

Indication and Boxed Warning

Fentanyl transdermal system is indicated in the management of chronic pain in patients who require continuous opioid
analgesia for pain that cannot be managed by lesser means such as acetaminophen-opioid combinations, nonsteroidal
analgesics, or PRN dosing with short-acting opioids.

BECAUSE SERIOUS OR LIFE-THREATENING HYPOVENTILATION COULD OCCUR, FENTANYL TRANSDERMAL
SYSTEM IS CONTRAINDICATED:

« In the management of acute or post-operative pain, including use in out-patient surgeries

« In the management of mild or intermittent pain responsive to PRN or non-opioid therapy

« In doses exceeding 25 meg/hr at the initiation of opioid therapy
(See CONTRAINDICATIONS for further information.)
SAFETY OF FENTANYL TRANSDERMAL SYSTEM HAS NOT BEEN ESTABLISHED IN CHILDREN UNDER 2 YEARS OF
AGE. FENTANYL TRANSDERMAL SYSTEM SHOULD BE ADMINISTERED TO CHILDREN ONLY IF THEY ARE OPIOID-
TOLERANT AND AGE 2 YEARS OR OLDER (see PRECAUTIONS--Pediatric Use).
Fentanyl transdermal system is indicated for treatment of chronic pain (such as that of malignancy) that:

» Cannot be managed by lesser means such as acetaminophen-opioid combinations, non-steroidal analgesics, or PRN

dosing with short-acting opioids and

« Requires continuous opioid administration

The 50, 75, and 100 mcg/hr dosages should ONLY be used in patients who are already on and are tolerant to opioid therapy.
Duragesic® is a registered Trademark of Janssen Pharmaceutica Products, L.P.

43 6o BACK SEND & PRINT

Actavis US - Home  Privacy policy Sitemap
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PRODUCTS : ProDUCT LIST

Actavis US, Product list, OXYCODONE HYDROCHLORIDE TABLETS, USP 15MG

Product search

Size:
100

New products NDC:

52152-0214-02
Brand Equivalent :
Roxicodone® Tablets
Imprint :

A214

Description:
_G_reen colored, round, bisected tablet

ez

40 5o BACK [ senp & FRINT
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» Job Search

& Products s Product Search Results
ur

Businesses
Search Results

The product information presented here is intended for use in the United States only. Countries outside the United
States may have different regulatory requirements and review practices that may require referencing different or
additional information.

Investors

Partners and

Suppliers
The U.S. Prescribing Information in this product database represents the current product labeling information as of the
date of the document. While every effort has been made to ensure this information is current, you should contact our
Medical Communications team at (800) 272-5525 to obtain the most current product information available.

Careers
Contact Us

Product Search

FRINTER
FRIENDLY
VERSION
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» 2008 Corporate Overview
» SEC Filings
» AndaNet.com

RSS Feeds

search by category

Products beginning with "F"

Page 1 of 2

Product Name

FAMOTIDINE - Andr

12 Next>

Description

Showing 1 to 20 (of 34 )

ional Information

FAMOTIDINE TABLETS 20 mg
100s

NDC: 62037-0955-01
*Compare to: Pepcid®

Color/shape: White, Round
Inscription: Imprinted 955
Orange Book Rating: AB

U.S. Prescribing Info
Product Image

FAMOTIDINE TABLETS 20 mg
1000s

NDC: 62037-0955-10
*Compare to: Pepcid®

Color/Shape: White, round
Inscription: Imprinted 955
Orange Book Rating: AB

U.S. Prescribing Info
Product Image

FAMOTIDINE TABLETS 40 mg
100s

NDC: 62037-0956-01
*Compare to: Pepcid®

ColorfShape: White, round
Inscription: Imprinted 956
Orange Book Rating: AB

U.S. Prescribing Info
Product Image

FAMOTIDINE TABLETS 40 mg
1000s

NDC: 62037-0956-10
*Compare to: Pepcid®

Color/Shape: White, round
Inscription: Imprinted 956
Orange Book Rating: AB

U.S. Prescribing Info
Product Image

FEMRING

Femring® 0.05 mg/day (estradiol
acetate vaginal ring)
NDC: 00430-6201-40

U.S. Prescribing_ Info
U.S. Patient Prescribing Info

Femring® 0.10 mg/day (estradiol
acetate vaginal ring)
NDC: 00430-6202-40

U.S. Prescribing_ Info
U.S. Patient Prescribing Info

FENTANYL CITRATE

FENTANYL CITRATE EQ CRAL
TRANS CII 200 MCG 30s

NDC: 55253-0070-30

*Compare to: Actig®

Color/Shape: White, Bullet Shaped
Troche

Inscription: Fentanyl 200 mcg in
blue ink, Gray band on Handle

U.S. Prescribing Info

Product Image

FENTANYL CITRATE EQ ORAL
TRANS CIl 400 MCG 30s

NDC: 55253-0071-30

*Compare to: Actiq®

Color/Shape: White, Bullet Shaped
Trophe

Inscription: Fentanyl 400 mcg in
blue ink, Blue band on Handle

U.S. Prescribing Info
Product Image

FENTANYL CITRATE EQ ORAL
TRANS Cll 600 MCG 30s

NDC: 55253-0072-30

*Compare to: Actiq®

Color/Shape: White, Bullet Shaped
Troche

Inscription: Fentanyl 600 mcg in
blue ink, Orange band on Handle

U.S. Prescribing Info
Product Image

FENTANYL CITRATE EQ ORAL
TRANS CIl 800 MCG 30s

NDC: 55253-0073-30

*Compare to: Actiq®

Color/Shape: White, Bullet Shaped
Troche

Inscription: Fentanyl 800 mcg in
blue ink, Purple band on Handle

U.S. Prescribing Info
Product Image

FENTANYL CITRATE EQ ORAL
TRANS CIl 1200 MCG 30s
NDC: 565253-0074-30

*Compare to: Actiq®

Color/Shape: White, Bullet Shaped
Troche

Inscription: Fentanyl 1200 mcg in
blue ink, Green band on Handle

U.S. Prescribing Info
Product Image

FENTANYL CITRATE EQ ORAL
TRANS CII 1600 MCG 30s
NDC: 55253-0075-30

*Compare to: Actiq®

Color/Shape: White, Bullet Shaped
Troche

Inscription: Fentanyl 1600 mcg in
blue ink, Burgundy band on Handle

U.S. Prescribing Info
Product Image

FENTANYL PATCH

FENTANYL PATCH 25 mcg 5s Cll
NDC: 00591-3198-72
*Compare to: Duragesic®

Color/Shape: Clear/Rectangular
(Rounded Corners)

Inscription: Fentanyl TS 25 mcg/h
Orange Book Rating: AB

U.S. Prescribing Info
Product Image

FENTANYL PATCH 50 mcg 5s Cll
NDC: 00591-3212-72
*Compare to: Duragesic®

Color/shape: Clear/Rectangular
(Rounded Corners)

Inscription: Fentanyl TS 50 mcg/h
Orange Book Rating: AB

U.S. Prescribing Info
Product Image

FENTANYL PATCH 75 mcg 5s Cll
NDC: 00591-3213-72
*Compare to: Duragesic®

Color/Shape: Clear/Rectangular
(Rounded Corners)
Inscription: Fentanyl TS 75 mcg/h

U.S. Prescribing Info
Product Image
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Orange Book Rating: AB

FENTANYL PATCH 100 mcg 5s Cll
NDC: 00591-3214-72
*Compare to: Duragesic®

FERRLECIT® INJECTION 62.5
mg/5 mL 10X5 mL

(Sodium Ferric Gluconate Complex
in Sucrose Injection)

NDC: 52544-0922-26

FER IRON DROPS 50 mL
NDC: 00536-0710-80
*Compare to: Fer-in-Sol® Drops

Color/Shape: Clear/Rectangular
(Rounded Corners)

Inscription: Fentanyl TS 100 mcg/h
Orange Book Rating: AB

Color/Shape: Colorless glass
ampules: Administered by
intravenous infusion, Store at 20-25
Celcius:68-77 Fahrenheit:
excursions permitted to 15-30
Celcius, 59-86 Fahrenheit - Do not
Freeze

Color/Shape: Lt GreenLemon

U.S. Prescribing Info
Product Image

U.S. Prescribing Info
Product Image
Product Logo
Product Website

Product Image

FERROUS SULFATE ELIXIR PT
NDC: 00536-0650-85
*Compare to: Feosol® Elixir

Color/Shape: YellowCherry

Product Image

FERROUS SULFATE ER TABLETS
160 mg 30s

NDC: 00536-3478-07

*Compare to: Slow-Fe®

Color/Shape: Off White/Round
Inscription: TCL 093

Product Image

*Brand names are the trademarks of the products’ manufacturers and/or owners.

**Products illustrated may not appear at actual size and/or exact color.

12 Next>

Site Last Updated: 2009-12-02

» Pipeline

© Copyright 1998-2010 Watson Pharmaceuticals, Inc. All rights reserved. Legal/Copyright Disclaimer [ Privacy Policy | Site Map
Copyright© 1998-2010 MarketWatch.com Inc. User agreement applies. Historical and current end-of-day data provided by Interactive Data Corp.
Intraday data is at east 20-minutes delayed. All times are EDT. Intraday data provided by S&P Comstock and subject to terms of use.
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Find screening tools and educational

[ O I I [ N S | UI\/\,\,LI Ve~ Moo 'gt%{g'g;]?\::‘bdbr%ovehheh&“b' [N

Hear insights and perspectives into today’s complex pain management | an@pe from members of the pain community.
These individuals guide you through a variety of topics through a rotating series of presematdons which are available in

Tools & Resource

multiple formats, such as articles, Q&As, and videos.

March 2015

Welcome to Pain
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Read More
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Pain Matters Film Clips

Short video stories from people and

Find screening tools and educational
resources
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Deterrence Technology Abo u t Pa | ﬂ
fes in technology addressMatte s
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Learn More

Pain Matters
Documentary

Discover the impact of
chronic pain through the
lives of people with pain
and their loved ones.

Watch Film
families affected by chronic pain.
Watch Clips i .
Teva’s Pain
Care
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Learn how Teva is
supporting responsible
pain management

Learn More
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Find screening tools and educational
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Pain Matters Docu Find screening tools and educational

) Pain has reached epidemic proportions in America. Almost a third of the population—100 millicn
Teva Pharmaceuticals' 5 T : E S
et o it people—suffer from chronic pain.” The problem is real and can impact many aspects of daily life. To
take on chronic pain, you must be willing, as both a healthcare professional and a patient, to keep
trying and continue searching for a treatment plan that works. This documentary offers an uplifting
overview of the journeys of people dealing with a variety of chronic pain conditions and how they have
Pain Community Events | managed their pain. — Paul Christo. MD. MBA

W

Request Your Copy of the g
Pain Matters Documentary

Financial support, clinical input and other expertise for Pain Matters were provided by
Teva Pharmaceuticals. It was produced by the Discovery Channel in collaboration with
seven advocacy organizations, including: American Academy of Pain Management,
American Academy of Pain Medicine, American Chronic Pain Association, American Pain
Society, American Society for Pain Management Nursing, U.S. Pain Foundation and For
Grace.

Next Steps

Learn About Teva's Commitment )
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pain

Pain Perspectives

Community Insights M a n a %8 m e ﬂt

Pain Matters Documentary At Teva Pharmaceuticals, we understand thiat'ehieseieeain affects more than 100 million
Americans.t It can greatly affect people touchingeaanysaspeatsasitheir lives, including their
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physical health and abiUty'ﬁg Barticipatain hoks.k
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Our Commitment to Pain Care

Commitment to Pair

Pain Community Events

ﬁ

Teva is committed to supporting responsible pain management that meets the needs of people
living with pain and healthcare professionals treating pain. With a diverse portfolio and pipeline,
we are working to help advance treatments in pain management. Prescription opioid
medications are an important part of a treatment plan for many people living with chronic pain,
butwe know that they carry a serious risk of abuse and misuse.? Teva is equally committed to
addressing the serious problems of chronic pain and prescription drug abuse.

As part of our ongoing commitment to support healthcare professionals and patients dealing
with chronic pain, we are developing an innovative abuse deterrence technology platform to
address the challenges of opioid abuse and misuse.

To learn more about Teva and our commitment, visit us online at TevaUSA.com
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Community Collaboration

As a company, Teva takes this commitment beyond its products, leading education and abuse-
mitigation efforts. We're also working to develop educational resources and partner with a
variety of stakeholders. In this complex pain care environment, Teva is focused on keeping
patient needs at the center of all we do.

The Alliance to Prevent the Abuse of Medicines

In2013, Teva became one of several leading industry stakeholders including the American
Medical Association, CVS Caremark, Cardinal Health, the Healthcare Distribution
Management Association, Prime Therapeutics, Millennium Health, and Kaleo dedicated to
developing policy solutions aimed to address prescription drug abuse. This non-profit
partnership includes perspectives from all angles of the prescription drug supply chain—from
manufacturers to distributors and pharmacies to physicians.
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People Affected by Pain )
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se

Managing (gronic Pain

Multidisciplit
Management

While there are a variety of options availabt¥ta TR ERIAEpain, it usually cannot be

Understanding Opioid cured, only managed.® There isnitiore right waystostreat pain.®
Abuse abuse and misuse

Stakeholder Efforts in

Abuse Deterrence A p p roac h es to Pa I n M d Q@@@m @gml;ff
s ¥ N N . - i1 tochnology - N, N

Abuse Deterrence Maﬂag]ng ChrorHC Palﬂ

Technology

The pain experience is individual. Chronic pain is defined by the International Association for the
Study of Pain as “a persistent pain that is not amenable, as a rule, to treatments based upon
specific remedies or to the routine methods of pain control”® It's a serious medical condition
that may greatly affect people leaving them unable to work, maintain relationships, or
participate in daily tasks.*

Tools & Resources

Chronic pain can affect anyone. The Institute of Medicine estimated that 100 million American
adults are impacted by chronic pain, which includes people who reported having “severe pain,
moderate pain, joint pain, arthritis, or functional limitation.”*

The Role of Opioids in Chronic Pain
Management

Prescription pain medications, such as opioids, may be an appropriate treatment option for
people whose chronic pain is not adequately managed by other methods.? Opioids are an
important option for the treatment of certain types of chronic pain.®

Next Steps
Go to Understanding Opioid Abuse )

Related Content
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More than 12 million pecple reported using cription pain medications nonmedically in
2010.%° That number encompasses both abtfse and misuse. The abuse and misuse of
prescription pain medications were respensillg fegsmore than 475,000 emergency

department visits in 2009, a number that nearly.doubled.in just five years.* Further, opioid
N INAN LA TN IOTJEQBQ%L%;%DS&C?%CI L R R NP AN

pain

Multidisciplinary Pain

MANaBaE More than 12 million people reported using ptascription pain medications nonmedically in

2010.2° That number encompasses both a tse and misuse. The abuse and misuse of
prescription pain medications were respensibig fegimore than 475,000 emergency
department visits in 2009, a number that nearly doubled in just five years.'® Further, opioid

PQTSD@C(IVGS:) rom

overdoses in particular are increasingly duettertheabuseafimrescription painkillers.

Py

&

Abuse Deterrence Abuse Deterrence Technology

Abuse

e Advances in technology address the

Stakeholder Efforts in

Swallowed whole
Abuse Deterrence

Technology
s Crushed and swallowed
Percent of patients being
treated with chronic
Tools & Resources » Crushed and snorted opioid therapy with high

likelihood of
abuse/addiction

Crushed and smoked

Crushed, dissolved, and injected

Alcohol-induced dose dumping, or the associated intake of alcoholic beverages together with
oral controlled-release opioid formulations, is another form of abuse that may result in an
uncontrolled and immediate drug release.'?

Misuse

Misuse is using the prescription drug for a reason other than for which it was
prescribed.’! The key differentiator being the drugis not being used for an intentional high, so
itis labeled misuse rather than abuse. Misuse can also take many forms, for example®:

» Using a drug for a different condition than that for which the drug is prescribed
= Taking more drug than prescribed or at different dosing intervals

= Using a drug not prescribed for them for other therapeutic purposes

P-29829 _ 00221
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Management

Abuse Mitigation Programs &
Policies

Understanding Opioid Opioid use and abuse guidance from
Abuse state and federal governments

Key Stakeholders Are Making debides to Mitigate Risk

Abuse Deterrence Advancements in Abuse Deterrence

As part of the pain care community, we understand that we all have an active role to play to help
New strategies address #fuse

Stakeholder Efforts in

Abuse Deterrence ADVOCACY
Technology ORGANIZATIONS

ER e

Tools & Resources

HEALTHCARE POLICY MAKERS PHARMACEUTICAL
PROFESSIONALS INDUSTRY

Healthcare Professional Training and Education

The FDA has identified three key ways prescribers can help curtail the US opioid

epidemic®®:

s Ensuring that they have adequate training in opio'd therapy
*  Knowing the content of the most current opioid drug labels

¢ tducating patients about the appropriate use of opioids, their potential risks, and

proper disposal techniques

ﬁ [ Inderstanding Annranriate | lse of Medicatinng
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Itis important for people who are prescribed pain medications to understand how
to appropriately use, store, and dispose of their prescription opioids.* Since many
people who abuse or misuse prescription opioids are not the person the medication
was prescribed to, understanding and following appropriate use, storage, and
disposal instructions could help reduce the risk of abuse and diversion. The
American Academy of Family Physicians has provided general guidance and
helpful tools on the appropriate use, storage, and disposal of opioid
medications.*®

Resources are available to help educate around the appropriate use, storage, and
disposal of prescription opioid medications.

=% Policies and Programs Provide Guidance

There are many government policies and programs in place to help address the
opioid abuse public health issue. Laws and policies of today must simultaneously
prevent abuse, addiction, and diversion while allowing and supporting the legal use
of prescription drugs by those who need them.*

Advocacy Organizations Offer Ongoing Support

Public education programs engage local healthcare professionals and antidrug
coalitions to promote and distribute public education materials supporting the
appropriate use and storage of prescription pain medications and understanding of
the associated risks of abuse and misuse.?

Pharmaceutical Industry Drives Evolving Technology

The FDA also encourages the ongoing study of abuse deterrence technologies for

prescription opioid medications. Currently, the concept of abuse deterrence is
viewed as Lhe introduclion of sorme limils or impedimentls Lo abuse, as opposed Lo
the outright elimination of abuse.®

At Teva Pharmaceuticals, we take our responsibility to help mitigate the risks of
abuse seriously. In 2013, we partnered with five leading industry organizations
across the prescription drug supply chain to form the Alliance to Prevent the
Abuse of Medicines. We are dedicated to raising awareness of the risks of opioid
drug abuse.

Next Steps

Go to Abuse Mitigation Programs & Policies )

Related Content

Managing Chronic Pain @ Abuse Mitigation Programs & Advancements in Abuse
Find information on treatment Policies Deterrence
options for managing pain Opioid use and abuse guidance New strategies address abuse
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Abuse Deterrence
Due to the complex issues surrounding opioid aﬁﬁﬁﬁ}ibﬁfﬁﬁ?@éﬁdﬁﬁ%s national and state

Abuse Deterrence
Technology

Prescription Drug Monitoring Programs (PDMPs)

0% B RAsOUIES PDMPs are in place in 49 states to help detect and reduce the risk of diversion and abuse of
prescription drugs at the practice and retail levels. These state programs allow for the collection
and analysis of prescription data.'” Proactive reporting through the use of PDMPs can help®®:

o Alert prescribers and pharmacists to potential prescription opioid abuse or diversion
among their patients

s Educate prescribers to make better decisions about prescribing controlled
substances, thus improving patient care

» Provide an opportunity to intervene and refer patients for substance use disorder
treatment when appropriate

P-29829 _ 00228



Schedules of Controlled Substances:®

The DEA plays an important role in mitigating abuse and diversion of opioids. This federal
agency enforces the controlled substance laws and regulations in the US, including the
scheduling of controlled substances, such as opioids.*® Controlled substances are classified into
five categories, or schedules, according to the accepted medical use and the potential for
abuse.*® Schedule I drugs are considered the most dangerous, while Schedule V drugs are seen
to have the least risk for abuse.™ Prescription opioid medications generally fall under Schedules
lland 111.*°

SCHEDULE DESCRIPTION

In addition to classifying potentially dangerous substances by schedule, the DEA's Office of
Diversion Control requires physicians who intend to prescribe scheduled (controlled)
madications to register in the state where they obtained a valid medical license.?’ The goal of
this initiative is to detect and investigate diversion of controlled substances from legitimate
sources while ensuring an adequate and uninterrupted supply for legitimate medical,
commercial, and scientific needs.?

Risk Evaluation and Mitigation Strategies (REMS)

REMS are requirements set by the Food and Drug Administration (FDA) for pharmaceutical
manufacturers to help ensure that the benefits outweigh the risks for certain drugs.*® There are
several components of REMS that can be used by the pharmaceutical industry, including one or
more of the following™®:

Medication Guides or Patient Package Inserts

» FDA-approved instructions for appropriate use and instructions for patients focused on avoiding

serious adverse events
Communication Plans

= A comprehensive plan for providing healthcare professionals with education, information, and

increased awareness of risks associated with a drug
Elements To Assure Safe Use

= Some products are required to have additional actions that healthcare professionals need to execute

nrinr tn nrocrribhing nr dienancino the dAnie tn the natiant knnum ac Flamante Tn Acarire Safa lleo
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(ETASU)

Implementation Systems

» When ETASU are required as part of a REMS program, the FDA may also require pharmaceutical

companies to create a plan to ensure prescribers are complying with ETASU

Timetables for Reporting REMS Assessments

* REMS assessments are intended to determine if the REMS requirements are proving effective.

Assessment results may be used to modify the REMS, or even eliminate it, if the assessment shows

changes are needed or that the REMS have met its goals

Next Steps

Go to Advancements in Abuse Deterrence )
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Understanding Oploid Evolving Strategies Address:Abuse, Potential

Abuse

According to the CDC, opioid abuse is the nati astest growing drug problem and it ranks
among the top three for prescription drug abuse.” Scientifically driven solutions are needed to
help combat this serious public health epidemil?iRgtadigs "n

Find information on treatment
options for managinz pain

Stakeholder Efforts in
Abuse Deterrence

In January 2013, the Food and Drug Administration (FDA) issued draft guidance to assist the

Abuse Deterrence pharmaceutical industry to develop new formulations of opioid drug products with potentially

Technology abuse-deterrent properties.® The FDA encourages the development of abuse-deterrence
formulations and believes that these products have promise to help reduce, though not
necessarily prevent, opioid abuse.® The FDA draft guidance document explains®:

Tools & Resources

s Current thinking about studies designed to demonstrate abuse-deterrence properties in a given

formulation
s How studies will be evaluated

s Labeling claims that may be approved based on study results

When abuse deterrence is proven or expected to lead to a substantial reduction in abuse
potential, the data are included in the product labeling. The FDA has designated 4 tiers of abuse
claims that correspond to pre-approval studies required to assess abuse potential (Tiers 1-3) and
post-approval studies that assess clinical outcomes (Tier 4).°

TIER 1 TIER 2 TIER 3 TIER 4
Formulated with Expected to Expected to Demonstrated
physiochemical reduce or block resultina reduced abuse in
barriers opioid effect meaningful the community
when reduction in
manipulated abuse

Ctiidiac tn Evmaliiata Clinical Alhiica Datantial

P-29829 _ 00232



SLUUTCO LU Lvadiuddue alrrnredt Mivuoe 1o wLeniuidt

Overview

Clinical Abuse Potential studies, also known as human abuse potential studies, human abuse
liability studies, or “drug-liking” studies, evaluate the abuse liability or abuse potential for
prescription drugs.S These studies provide information on the relative abuse potential of a drug
and the likelihood that it will be attractive to abusers ("liked").* Companies with potential abuse-
deterrent formulations of opioid products are generally expected to conduct these studies to
obtain an understanding of the impact of the technology on the product's abuse potential.®

For more information see the FDA’s Draft Guidance for Industry: Abuse-Deterrence Opioids
—Evaluation and Labeling.®

Methodology

These studies are usually conducted among experienced, recreational drug users who have a
recent or current history of using a drug in the pharmaceutical class of the test drug. These
studies are typically double-blind, double-dummy, placebo-controlled, and positive-comparator
controlled, utilizing a crossover design.® For the study to be interpretable, the subjects should be
able to reliably report “drug-liking” of the test drug and rate the effects of the test drug compared
with placebo and with the positive control, such as an immediate-release formulation.® Several
instruments have been used to measure the potential for abuse including overall drug-liking,
abuse, and likelihood of using the drug again.® Key instruments include®:

» Visual Analogue Scale (VAS)—a 100-point scale that measures drug-liking, overall high, good effects

or euphoria, bad effects or adverse events, and likelihood of repzated use

Strong disliking Neither like nor dislike Strong liking

0 VAS Score 100

* Profile of Mood States

Next Steps

Go to Abuse Deterrence Technology )

Related Content

'C> Guidelines for Mitigating Abuse (\- Community Insights w() Managing Chronic Pain
Opioid use and abuse guidance Pain Perspectives--hear from Find information on treatment
from state and federal governments members of the pain community options for managing pain
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Management

Understanding Opioid
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Resources for Your Practice

Stakeholder Efforts in

i A As a prescribing healthcare professional, there are many strategies you can adopt in your

practice to help decrease the likelihood of abuse. The following links provide tools and
Acausiy un Fan vanRFEANERSFRPRIN PREMY AT R RIR AN A S pemuer to-21, suis,
this slide deck provides insight into key areas of the changing pain management

landscape, including:
Abuse Deterrence

Technology » An overview of the pain landscape and common routes of abuse
» The roles of key stakeholders in-addressing this serious health epidemic

» Guidance provided to help mitigate opioid abuse and misuse moving forward

Tools & Resources = Education on the evolution of abuse deterrence technology, its role in pain management, and how it

helps address the challenges of opioid abuse

Download Presentation

Brief Pain Inventory Exam Room Discussion Guide

Navigating the changing landscape of
pain management is becoming
increasingly difficult. There is a need for
physicians to screen for signs of abuse
and misuse and to educate patients on
how to appropriately use, store, and
dispose of prescription pain
medications.

This brochure provided by the
Substance Abuse and Mental Health
Service Administration (SAMHSA) can
help guide a discussion with your
patients.
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Diagnosing & Treating Pain

The American Pain Society has provided
a comprehensive tool, “Pain: Current
Understanding of Assessment,
Management, and Treatments” to assist
healthcare professionals in recognizing,
diagnosing, and managing chronic pain.

Treatment Agreement

This screener provides an objective
guide to identifying patients who may
be appropriate candidates for
prescription opioid medication and
mitigate risk by identifying those who
may be at risk for abuse.

Drug Disposal Guidelines

It's important for prescribers to build
trust and foster an open, honest
partnership with their patients through
an understanding of the treatment goals
in prescribing and taking an opioid
medication. Prescriber-patient
treatment agreements are available in
several forms and can be customized to
your practice and the laws in your state
including:

US Department of Veterans Affairs and

the Department of Defense
* American Academy of Family Physicians

Professional Pain Care

Organizations

There are many organizations dedicated
to providing ongoing education,
programs, and resources for healthcare
professionals and people living with
chronic pain. These organizations have a
commitment to furthering research and
policies that shape the future of pain
management.

The American Academy of Pain

Management

The American Pain Society

Center for Lawful Access and Abuse

Deterrence

Alliance for Patient Access

The American Academy of Pain Medicine

The US Department of Justice and the
Drug Enforcement Administration have
provided a wealth of guidance and
information for healthcare professionals
and patients on the disposal of opioid
medications.

Professional Events Calendar

Keep track of professional meetings and
events throughout 2015
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Pain is a serious medical condition that can impact anyone at any time. Pain that lasts only for a
short period of time is called acute pain; itd€™s a normal feeling that typically alerts us to a
possible injury.® Chronic pain is very different. Chronic pain is often defined as any pain that lasts
for 12 weeks or longer.® According to the Institute of Medicine, chronic pain is estimated to affect
approximately 100 million American adults.!

@)

Managing Your Pain

&

4

Prescription Opioid
Medicine

Appropriate Use, Storage &

Chronic pain may be caused by an initial injury or there may be an ongoing cause, like a medical
illness.® But for some people, there may also be no clear cause.f Other health problems, such as
fatigue, sleep disturbance, decreased appetite, and mood changes, often accompany chronic
pzin.® Chronic pain may affect people’s ability to participate in daily tasks.

Next Steps

Go to Managing Your Pain )

Related Content

C) Understanding Chronic Pain O Managing Your Pain F Support for Living With Pain
Watch the Pain Matters Work with your doctor to find the Links to advocacy and support
documentary to learn about the pain care plan that is right for you groups for people with pain

impact of chronic pain
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Understanding Chronic Pain
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Working with Your Doctor

How chronic pain is experienced is unique to every person.e There is no test to measure how
chronic pain feels or exactly where it is located.® So, your doctor will rely on you to tell him or her
how the pain feels, how often you experience the pain, and where exactly it hurts.® Defining pain
assharp or dull, constant, on-and-off, burning, or aching may give the best clues to the cause of
the pain.® These descriptions are part of what is called the pain history. Your healthcare team will
usually start your appointment by discussing your pain so they understand your pain history.®

A Pain Treatment Team

Since chronic pain may occur in a variety of locations in the body and for many different reasons,
itis important for you to work with your doctor to identify the causes and symptoms of your pain
to find the treatment plan that works for you.® The best treatment plans are tailored to each
individual person with input from healthcare team members. It may be helpful to work with
several healthcare professionals who have different training backgrounds and an understanding
of chronic pain.® The person in pain and his or her loved ones must also be actively involved in
the treatment plan.®

Types of Pain Management

The overall goal of chronic pain management is to reduce the pain to help people return to daily
Hving.6 While there are a variety of options available to treat chronic pain, it usually cannot be

cured, only managed.® A variety of options exist for you and your pain care team to create the

traatmant nlan that ic right farunn T Thecs antinne inclide®7-
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Psychotherapy
Meditation

Massage therapy
Behavior modification
Acupuncture
Electrical stimulation
Nerve blocks

Surgery

medicines)
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About Pain C)

Managing Your Pain

What You Need to Knowys e

Managing Your Pain

Prescription Opi

Your doctor may decide to prescribe a prescriptian)pain medicine known as an opioid.® These
prescription medicines may be an appropriate treatment option for people living with chronic
pzin that is not adequately managed by other mM&H8EE 2 teHifdttant to understand that all

) prescription opioid medicines have the potentiahtahbeahugedsandmisused ™ If you are
Appropriate Use, Storage & emmmiBhmedl scomomm i b i adinian i+ e SHUDSDLOAGHIEWIEDAR b n i A il an A i Alen
The person presmbed the medlcme isn’t necessarily the only person who is at risk for abuse.

More than three out of four people who misuse prescription pain medications do so by using
medication prescribed to someane else.?* Some factors that may contribute to higher risk
potential could include living in a household with adolescents or teenagers, living in a home
with a high traffic volume of visitors or household staff, having a history of substance abuse or
misuse, or living with someone who does.

Medicine

What should | know about abuse and misuse?

It's important to know the difference between prescription drug abuse and misuse to
understand who may be at risk.

Abuse

Abuse is a nonmedical use of a drug, repeatedly, or even sporadically, for the positive
psychoactive effects it produces.’” The most common form of opioid abuse is swallowing a
number of whole pills or tablets for the feeling or “high” it can cause. While swallowing pills is
the most common form of abuse, prescription opioids can also be abused by being crushed or
dissolved.®

Misuse

Misuse is using the prescription drug for a reason other than for which it was
prescribed.!! The key difference in abuse and misuse is that the medicine is not being used for
an intentional high, so it is labeled misuse rather than abuse. Misuse can take many forms most
people may not realize is misuse, for example*

» Using a drug for a different condition than that for which the drug is prescribed

P-29829 _ 00246



s Taking more drug than prescribed or at different dosing intervals

Diversion

Diversion is a type of misuse that happens when people take prescription opioids that
were not prescribed for them.?? Unaware of the dangers of sharing medications, people often
unknowingly support diversion by sharing their unused pain medication with their family

members.

23

What can | do to reduce the risk of abuse?

Everyone who is prescribed an opioid medicine can play a role in reducing the risk of those
medicines being abused. Understanding how to appropriately use, store, and dispose of
prescription opioid medicines can help decrease the chances that they will be abused or

misused.

What else is being done to reduce the risk of abuse of
prescription medicines?

Because prescription drug abuse is the nation’s fastest growing drug problem, it's important for
everyone involved to play a role if we are going to reduce the impact of prescription drug abuse
on society. This means that doctors, pharmacists, government policy makers, advocacy
organizations, pharmaceutical companies, and people who are prescribed opioid medications
must work together.'®

Inorder to help reduce the risk of prescription opioid medicines being abused, the
pharmaceutical industry is changing the way they make, or manufacture, these medicines.
Abuse deterrence technologies may make it more difficult to crush or dissolve opioid medicines

and may help reduce how much someone likes the drug when they use it with the intention of
getting high.®

Next Steps

Go to Appropriate Use, Storage & Disposal )
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Learn about who is at risk for
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About Pain
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Managing Your Pain Resources for Living with Pain
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About Pain
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e Using Prescription Op|0|QM@dmes

s groups for people with pain
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Following guidelines on appropriate use, storage and disposal ofyour prescription pain
medications is important. Prescription drug abuSe W aSenguL public health issue.® Remember,

the nerenn whn wac nrecerihed a nrecerintinn aihemidofnestimtibirduieh®E™ alwave the nnh ane
» Be aware of risks

e Understand inappropriate use

= Never give prescription medicines to anyone else

. Storage®s
* Hide or lock up opioid medications to avoid access by family, friends, or houseguests

¢ Keep prescription medications in their original packaging so it is clear for whom the

medications were prescribed and to save the directions for appropriate use

Disposal
= Opioids may be disposed of through community-sponsored take-back programs

» |fthere are none available in your area, follow the Office of Drug Control National

Policy recommendations for environmentally friendly disposal®

» Learn more about appropriate use, storage and disposal of prescription opioid
medications. Many communities also host drug take-back days to make proper

prescription drug disposal easy
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Affected by Ghronic Pain

i i Tools & Resource
Managing Your Pain ools & Resources

Use these tools and downloads to
learn more about responsible opioid

Preseription Opioid Practical Resources

Medicine O

Finding a pain care plan that is right for you starts by working with your doctor. Find tools and
o o Appropriate Use, Stora, & Disppsal o = —
Appropriate Use, Storage & | resources to help you get the information you need fo reduce the nek of prescription medicine

\‘l

o
Each person experiences chronic pain The feeling of pain can impact life by
differently.® While you may live with the interfering with activities. Use the results
pain every day, describing it to someone of this assessment to help you have a
can be challenging. This assessment clear conversation with your doctor.

tool can help you prepare for a
conversation with your doctor about the
pain you experience and its impact on
your life.

Appropriate Use and Storage of
Opioid Medications

Appropriate Disposal of Opioids

The FDA has provided a variety of

Prescription medications must be downloadable resources on the proper
appropriately stored. They should be in dIsp(_)sal.of prescription opioid
a locked container that does not allow medications.

others to gain access to them.®
Appropriate disposal of opioids

o resources are also available en
Department of Veterans Affairs and the E 2
spaC#ol

Department of Defense

Patients and Caregivers from the American
Academv of Pain Medicine
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Pain Support & Advocacy
Organizations

Several national organizations are
dedicated to supporting people living
with chronic pain and their families by
providing ongoing education,
community programs, and support
research that helps shape the future of
this complex condition.

» American Chronic Pain Association

» US Pain Foundation

» Pain Action Alliance
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Pain Perspectives

The State Pain Policy Advocacy Network (SPPAN) works at
the federal and state levels to advance responsible pain
management through legislative advocacy and education.

READ MORE
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Download complimentary clinical slide
decks. Have the Pain Matters documentary
/ delivered to your door.

GET YOUR RESOURCES

Chronic pain continues to be a serious issue for millions of

Americans, and Teva is committed to supporting responsible
pain management that meets the needs of people living

with pain and healthcare professionals. 1

— Michael Hayden, MD, PhD, President of Global R&D and Chief Scientific Officer at Teva Pharmaceuticals
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Pain Matters Mission

Pain Matters brings to life Teva Pharmaceuticals’ commitment to working with the pain care community to educate the public, healthcare
providers, and other stakeholders about chronic pain, appropriate use of prescription pain medicines, and opioid abuse and misuse.

About Pain Matters

The Pain Matters program offers practical information and resources for healthcare professionals and people affected by chronic pain as
they navigate the evolving and complex pain care landscape. Painmatters.com and the Pain Matters Facebook page are updated
regularly with contributions from stakeholders across the pain care community. The Pain Perspectives series and the Pain Matters
documentary, produced by the Discovery Channel, offer first-hand insights on the impact of chronic pain from those who live with it,
healthcare professionals, and community advocates.

Information for Healthcare Professionals in pain care: Support for people and families affected by chronic pain:

s Understanding pain management and opioid abuse Information to help you take an active role in finding your pain

» Stakeholder programs and policies for abuse deterrence management plan

s Advancements in abuse deterrence Education around prescription opioid medicines
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prescription opioids

Downloadable tools such as "Questions to ask your doctor"”

Watch an introductory video about PainMatters.com

I F 3

Support to help you connect to the larger pain community
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Pain Perspectives Community
Blog '

Read insights and perspectives about today’s complex pain management landscape from members of the pain community.
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Going from Patient to Person:
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Support from Others Living with
Pain
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Advocating for Pain Policy, Addressing Challenging Topics in
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Pain Matters Documentary

Produced by the Discovery Channel

Pain has reached epidemic proportions in America. Almost a third of the population—100 million people—
suffer from chronic pain.! The problem is real and can impact many aspects of daily life. To take on chronic
pain, you must be willing, as both a healthcare professional and a patient, to keep trying and continue
searching for a treatment plan that works. This documentary offers an uplifting overview of the journeys of
people dealing with a variety of chronic pain conditions and how they have managed their pain. — Paul
Christo, MD, MBA

REQUEST YOUR COPY
OF THE PAIN MATTERS
DOCUMENTARY

[*<] SHAREVIDEO

Financial support, clinical input and other expertise for Pain Matters were provided by Teva
Pharmaceuticals. It was produced by the Discovery Channel in collaboration with seven advocacy
organizations, including: American Academy of Pain Management, American Academy of Pain
Medicine, American Chronic Pain Association, American Pain Society, American Society for Pain
Management Nursing, U.S. Pain Foundation and For Grace.
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Teva Pharmaceuticals and Pain
Management

At Teva Pharmaceuticals, we understand that chronic pain affects more than 100 million Americans.” It can greatly
affect people, touching many aspects of their lives, including their physical health and ability to participate in daily
tasks.!

by

Qur Commitment to Pain Care

Teva is committed to supporting responsible pain management that meets the needs of people living with
pain and healthcare professionals treating pain. With a diverse portfolio and pipeline, we are working to
help advance treatments in pain management. Prescription opioid medications are an important part of a
treatment plan for many people living with chrenic pain, but we know that they carry a serious risk of abuse
and misuse.” Teva is equally committed to addressing the serious problems of chronic pain and
prescription drug abuse.

As part of our ongoing commitment to support healthcare professionals and patients dealing with chronic
pain, we are developing an innovative abuse deterrence technology platform to address the challenges

of opioid abuse and misuse.

To learn more about Teva and our commitment, visit us online at TevaUSA.com.
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Community Collaboration

As a company, Teva takes this commitment beyond its products, leading education and abuse-mitigation
efforts. We're also working to develop educational resources and partner with a variety of stakeholders. In
this complex pain care environment, Teva is focused on keeping patient needs at the center of all we do.

VIEW CALENDAR
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Understanding Pain Management &
Opioid Abuse and Misuse

Integrated Care Addresses the Multiple Features of
Chronic Pain

This graphic was adapted from an infographic created by the Alliance for Patient Access.

Opioids in Chronic Pain Management

Prescription pain medications, such as opioids, may be an appropriate and important treatment option for
people whose chronic pain is not adequately managed with other methods.® The Surgeon General offers a
comprehensive checklist for prescribing opioids for chronic pain.

Understanding Opioid Abuse & Misuse

More than 12 million people reported the abuse or misuse of pain medications in 2010.1° The prior year,
abuse and misuse of prescription pain medications sent more than 475,000 people to emergency
departments, a number that nearly doubled in just five years.*

Abuse is the nonmedical use of a drug for the positive psychoactive effects it produces.'” The most
common form of opioid abuse is swallowing a number of intact pills®, but opioid analgesics can be abused
in a number of ways:®

s Crushed and swallowed

» Crushed and snorted
Percent of patients being
treated with chronic opioid
therapy with higligkelihood of
abuse/addiction

* Crushed and smoked

» Crushed, dissolved, and injected

Alcohol-induced dose dumping, or the associated intake of alcoholic beverages together with oral
controlled-release opioid formulations, is another form of abuse that may result in an uncontrolled and
immediate drug release.*
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Misuse is using the prescription drug for a reason other than for which it was prescribed.™* It differs

from abuse in that the user is not seeking an intentional high. Misuse can take many forms:

» Using a drug for a different condition than that for which the drug is prescribed

s Taking more drug than prescribed or at different dosing intervals

» Using a drug without a prescription for therapeutic purposes

Next Steps
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®
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Use these tools and
downloads to learn more
about responsible opioid use
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Stakeholder Programs & Policies for
Abuse Deterrence

As part of the pain care community, we understand that we all have an active role to play to help advance
responsible pain management and deter abuse.*® Pain Matters is committed to providing the resources and
guidance needed to mitigate opioid abuse and misuse.

Key Stakeholders Are Making Strides to Mitigate Risk

In a recent statement on prescription opioid abuse, the FDA underscored the need for various stakeholders
to work together to invest in strategies and responsible approaches that deter or mitigate abuse, while
preserving access to pain medications for the patients that need them most.*® Click on the stakeholder
groups below to learn more.

Healthcare Professionals

The FDA has identified three key ways prescribers can help curtail the US opioid epidemic * - by obtaining
adequate training in opioid therapy, knowing the content of the most current opioid drug labels, and
educating patients about the appropriate use of opioids, their potential risks, and proper disposal
technigues.

Advocacy Organizations

Various advocacy groups offer educational programs to engage healthcare providers and antidrug
coalitions in the promotion and distribution of public education materials. Many pecple who abuse or
misuse opioids have obtained them without a prescription, so understanding and following appropriate
use, storage, and disposal instructions could help reduce the risk of abuse and diversion. Resources are
available.

Pharmaceutical Industry

The FDA encourages the ongoing study of abuse deterrence technologies for new prescription opioid
medications. Teva Pharmaceuticals takes the responsibility to help mitigate the risks of abuse seriously and
is leading education and abuse-mitigation efforts, working to develop educational resources, and
partnering with a variety of stakeholders. Please register and follow us on Facebook to be notified when
new information and resources become available.
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Government

Due to the complex issues surrounding opioid abuse and misuse, various national end state programs and
policies have been put in place to help mitigate the epidemic. These simultaneously prevent abuse,
addiction, and diversion, while allowing and supporting the legal use of prescription drugs by those who
need them.* Abuse mitigation programs and policies include:

Prescription Drug Monitoring Programs (PDMPs) are in place in 49 states to help detect and reduce the
risk of diversion and abuse of prescription drugs at the practice and retail levels. These state programs allow
for the collection and analysis of prescription data.” Click here to see the benefits of proactive reporting.

SHOW MORE v

The Drug Enforcement Administration’s Schedules of Controlled Substances classify controlled
substances into five categories according to the accepted medical use and the potential for abuse.*®
Schedule | drugs are considered the most dangerous, while Schedule V drugs are seen to have the least risk
for abuse.* Prescription opioid medications generally fall under Schedules Il and 111.° The DEA plays an
important role in mitigating abuse and diversion of opioids by enforcing the controlled substance laws and
regulations in the US.*® Click here to see a list of the DEA drug scheduling categories. sHow more v

Risk Evaluation and Mitigation Strategies (REMS) are requirements set by the Food and Drug
Administration (FDA) for pharmaceutical manufacturers to ensure that the benefits outweigh the risks for
certain drugs.® Click here to learn more about the components of REMS that can be used by the
pharmaceutical industry.*® sowmore v
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Advancements in Abuse Deterrence

Scientifically driven solutions are needed to help combat opioid abuse, including potential abuse deterrent
technologies.

Evolving Strategies Address Abuse Potential

According to the CDC, opioid abuse is the nation's fastest growing drug problem and it ranks among the
top three for prescription drug abuse. * Scientifically driven solutions are needed to help combat this
serious public health epidemic, including: Strategies to mitigate risk, Abuse deterrence technology, and
continued scientific research.”

In April 2015, the Food and Drug Administration (FDA) issued guidance to assist the pharmaceutical
industry in developing new formulations of opioid drug products with potentially abuse-deterrent
properties,” which it believes have promise to help reduce, though not necessarily prevent, opioid abuse.®

Studies Evaluate New Potentially Abuse Deterrent
Technologies

In order to assess the impact of a potentially abuse-deterrent product, the FDA recommends looking at data
from the below categories of pre-and postmarket studies.

Category 1: Laboratory Manipulation and Extraction Studies +
Category 2: Pharmacokinetic Studies ~

Category 3: Clinical Abuse Potential Studies

Category 4: Postmarket Studies «

Labeling for Abuse Deterrent Opioid Formulations

Labeling for an abuse deterrent product should include a description of the abuse deterrent properties, as
well as the specific routes of abuse that the product has been developed to deter, to inform healthcare
professionals, the patient community, and the public about a product’s abuse potential. The FDA also
encourages pharmaceutical companies to include the results of premarket studies in Categories 1,2, and 3,
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and fom;al Category 4 postmarkét studies.

When premarket data show that a product’s abuse-deterrent properties can be expected to result in a
meaningful reduction in that product’s abuse, these data are included in product labeling. When
postmarket data become available, that data may also be added to the product labeling. If the postmarket
data do not demonstrate a reduction in abuse, or if the data demonstrate a shift in routes of abuse that
represent a greater risk, the FDA may determine that labeling revisions are needed.

Understanding Abuse Deterrence Technology and How It Works
in the Changing Chronic Pain Management Landscape

Abuse deterrence technology must continue to adapt to the changing chronic pain management
landscape, though this technology does not completely eliminate the risk of abuse.® Abuse deterrence
technologies are just one of the measures physicians can employ to help mitigate the risk of opioid abuse
and misuse. This video provides an overview of opioid abuse, including the FDA guidance on abuse
deterrence technology.5

LI |

<] SHAREVIDEO

Abuse Deterrence Technology Formulations Target Known Routes of
Abuse

In April 2015, the FDA issued guidance to assist the pharmaceutical industry to develop new formulations of
opioid drugs with abuse-deterrence properties.” Most abuse-deterrence technologies developed to date are
designed to make product manipulation more difficult, and abuse of the manipulated product less
attractive or rewarding.
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Physical & Chemical Barriers
Physical and chemical barriers can limit drug release following mechanical manipulation, or
change the physical form of a drug, rendering it less amenable to abuse.’

o Physical barriers can prevent chewing, crushing, cutting, grating, or grinding
» Chemical barriers resist extraction of the opioid using common liquids like water, alcohol, or

other organic solvents
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Understanding Chronic Pa

Chronic and Acute Pain

Pain is a serious medical condition that can impact anyone at any time. Pain that lasts only for a short

period of time is called acute pain; it's a normal feeling that typically alerts us to a possible injury.® Chronic
pain is very different. Chronic pain is often defined as any pain that lasts for 12 weeks or longer.® According
to the Institute of Medicine, chronic pain is estimated to affect approximately 100 million American adults.”

Chronic pain may be caused by an initial injury or there may be an ongoing cause, like a medical illness.®
But for some people, there may also be no clear cause.® Other health problems, such as fatigue, sleep
disturbance, decreased appetite, and mood changes, often accompany chronic pain.® Chronic pain may
affect people's ability to participate in daily tasks.

Next Steps

Go to Managing Your Chronic Pain }

Related Content

C]v Understanding Chronic Pain O Managing Your Chronic Pain O Support for Living With
Watch the Pain Matters Work with your doctor to find the Chronic Pain
documentary to learn about the pain care plan that s right for you Links to advocacy and support
impact of chronic pain groups for people with pain
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Finding the Right Chronic Pain Care Plan
for You

Working with Your Doctor

How chronic pain is experienced is unique to every person_6 There is no test to measure how chronic pain
feels or exactly where it is located.® So, your doctor will rely on you to tell him or her how the pain feels, how
often you experience the pain, and where exactly it hurts.® Defining pain as sharp or dull, constant, on-and-
off, burning, or aching may give the best clues to the cause of the pain.® These descriptions are part of what
is called the pain history. Your healthcare team will usually start your appointment by discussing your pain
so they understand your pain history.®

A Pain Treatment Team

Since chronic pain may occur in a variety of locations in the body and for many different reasons, it is
important for you to work with your doctor to identify the causes and symptoms of your pain to find the
treatment plan that works for you.® The best treatment plans are tailored to each individual person with
input from healthcare team members.® It may be helpful to work with several healthcare professionals who
have different training backgrounds and an understanding of chronic pain.® The person in pain and his or
her loved ones must also be actively involved in the treatment plan.®

Types of Chronic Pain Management

The overall goal of chronic pain management is to reduce the pain to help people return to daily Iiving.G
While there are a variety of options available to treat chronic pain, it usually cannot be cured, only
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managed.” A variety of options exist for you and your pain care team to create the treatment plan thatis

right for you.” These optians include®";

Psychotherapy

Meditation

Massage therapy

Behavior modification

Acupuncture

Electrical stimulation

Nerve blocks

s Surgery

Medicines (aspirin, acetaminophen, nonsteroidal anti-inflammatory drugs, topical anesthetics, opioid medicines)

Next Steps

Go to Prescription Opioid Medicine )

Related Content

Q Talking to Your Doctor O Understanding Chronic Pain O Use, Storage & Disposal
Helpful tips on talking to your Watch the Pain Matters Appropriate use, storage and
doctor about your pain and documentary to learn about the disposal guidelines for your
questions to ask impact of chronic pain prescriptions
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Prescription Opioid Medicines

What You Need to Know

Your doctor may decide to prescribe a prescription pain medicine known as an opioid.” These prescription
medicines may be an appropriate treatment option for people living with chronic pain that is not
adequately managed by other methods.” ** It's important to understand that all prescription apioid
medicines have the potential to be abused and misused."® If you are prescribed a prescription apioid
medicine, itis important to understand the risks and who else may be affected.

Safeguarding those around you

The person prescribed a medicine isn’t necessarily the only one at risk for abuse. More than three out of
four people who misuse prescription pain medications do so by using medication prescribed to someone
else. ** Recognizing environmental factors that may contribute to a greater potential for abuse could keep
those around you safe. These risk factors include living in a household with adolescents, teenagers,
someone with a history of substance abuse, or a high volume of visitors or staff.

What should | know about abuse and misuse?

It's important to know the difference between prescription drug abuse and misuse to understand who may
be at risk.

Abuse

Abuse is a nonmedical use of a drug, repeatedly, or even sporadically, for the positive psychoactive
effects it produces.’’ The most comman form of opioid abuse is swallowing a number of whole pills or
tablets for the feeling or “high” it can cause.” While swallowing pills is the most common form of abuse,
prescription opioids can also be abused by being crushed or dissolved.®

Misuse

Misuse is using the prescription drug for a reason other than for which it was prescribed."” The key
difference in abuse and misuse is that the medicine is not being used for an intentional high, so itis labeled
misuse rather than abuse. Misuse can take many forms mast people may not realize is misuse, for
example™:

» Using a drug for a different condition than that for which the drug is prescribed
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® |aking more drug than prescriped or at dimerent dosing intervals

Diversion

Diversion is a type of misuse that happens when people take prescription opioids that were not
prescribed for them.”” Unaware of the dangers of sharing medications, people often unknowingly
support diversion by sharing their unused pain medication with their family members.??

What can | do to reduce the risk of abuse?

Everyone who is prescribed an opioid medicine can play a role in reducing the risk of those medicines being
abused. Understanding how to appropriately use, store, and dispose of prescription opioid medicines can
help decrease the chances that they will be abused or misused.

What else is being done to reduce the risk of abuse of
prescription medicines?

Because prescription drug abuse is the nation’s fastest growing drug problem, it's important for everyone
involved to play a role if we are going to reduce the impact of prescription drug abuse on society. This
means that doctors, pharmacists, government policy makers, advocacy organizations, pharmaceutical
companies, and people who are prescribed opioid medications must work together.™

In order to help reduce the risk of prescription opioid medicines being abused, the pharmaceutical industry
is changing the way they make, or manufacture, these medicines. Abuse deterrence technologies may make
it more difficult to crush or dissolve opioid medicines and may help reduce how much someone likes the
drug when they use it with the intention of getting high.”

Next Steps

Related Content

@ Use, Storage & Disposal Q Managing Your Chronic Pain @ Support for Living With Pain
Appropriate use, storage and Work with your doctor to find the Links to advocacy and support
disposal guidelines for your pain care plan that is right for you groups for people with pain

prescriptions
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Appropriate Use, Storage & Disposal

Using Prescription Opioid Medicines Appropriately

Following guidelines on appropriate use, storage, and disposal of your prescription pain medications is
important. Prescription drug abuse is a serious public health issue.* Remember, the person who was
prescribed a prescription opioid medication isn't always the only one who is at risk for abuse.

Use
Take medications only as prescribed

o Beaware of risks
¢ Understand inappropriate use

* Never give prescription medicines to anyone else

Storage

¢ Hide or lock up opioid medications to avoid access by family, friends, or houseguests

* Keep prescription medications in their original packaging so it is clear for whom the medications

were prescribed and to save the directions for appropriate use

Disposal*
¢ Opioids may be disposed of through community-sponsored take-back programs

o [f there are none available in your area, follow the Office of Drug Control National Policy

recommendations for environmentally friendly disposal

* Learn more about appropriate use, storage and disposal of prescription opioid medications.

Next Steps

P-29829 _ 00291



Go to Resources for People Affected by Pain )

O Understanding Chronic Pain
Watch the Pain Matters
documentary to learn about the
impact of chronic pain

Glossary Privacy Policy

References Terms &
Conditions

Intended for U.S. Audiences Only
©2017 Teva Pharmaceuticals USA, Inc. PAIN-40569 September 2017

Related Content

Resources for Living with Pain @ Managing Your Chronic Pain
Links to advocacy and support Work with your doctor to find the
groups for people with pain pain care plan that is right for you

SIGN UP FOR UPDATES

Site Map

Contact Us 'f You

(@m)

P-29829 _ 00292



https://web.archive.org/web/20190228142355/http://painmatters.com/healthcare-professionals/tools-
resources-for-managing-chronic-pain.aspx

P-29829 _ 00293



INTERNET ARCHIVE ‘hnp:/fpainmaners.comlheaithcare-prcfessionaIs/tcols-resources-for-managing-chron‘rc-pain.aspx | DEC Rgocf VAR E @ @

¥ About this capture

WAYRICAMAENNE 2o coprures 23 3 5
IL‘II | IIIII 2017 pUkbd 2020

15 Jul 2015 - 28 Feb 2019

Enroll today for your free DVD >

Search
LEVARY (NS Intended for
U.S. Audiences Only PAIN
MATTER
CONNECT WITH HEALTHCARE S PEOPLE AFFECTED VIDEOS &
THE COMMUNITY PROFESSIONALS BY PAIN DOWNLOADABLE TOOLS
Home / Tools and Resources / Resources For Healthcare Professionals SHARE

Tools & Resources for Healthcare Professionals

Having the right resources can help foster productive dialogue with peaple affected by pain and support responsible pain
management. Find tools here to help grow your understanding of the evolving pain care landscape and to share with your patients.
Please register and follow us on Facebook to be notified when new information and resources become available.

Explore the resources below

Clinical Opioid St
|n|ca' Videos Diagnosing Pain Assessment Tools plm. S Events Calendar
Presentations Guidance

Pain management experts address complexities of treating pain and the issue of prescription drug abuse.

Evolving Roles Same Goals Presentation

Chapter 1 Chapter2 Chapter 3

Jeffrey A. Gudin, MD Charles E. Argoff, MD Michael J. Brennan, MD
WATCH WATCH WATCH
[X) SHARE SHARE P< SHARE
Putting Patients First—Developing Abuse Deterrence Technology
Abuse Deterrent Opioids Clinical Presentation
Presentation

Chapter 4 Chapter 5
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Charles E. Argoff, MD Joseph P Valenza, MD

Michael J. Brennan, MD Gregory L Holmquist, PharmD
WATCH WATCH
SHARE SHARE

REGISTER TO
DOWNLOAD THESE
PRESENTATIONS

Joseph P Valenza, MD, Gregory L Holmquist, PharmD, Jeffrey A. Gudin, MD, Charles E. Argoff, MD, and Michael J. Brennan, MD, have
been compensated for their work on Pain Matters.
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Community Resources for People Affected by
Chronic Pain

Finding a pain care plan that is right for you starts by working with your doctor. Find tools and resources to help you get the
information you need to reduce the risk of prescription medicine abuse and misuse.

Explore the resources below

Advocacy Organizations &
Community Connection

Videos S I T e Opioid Use Storage and Disposal

Tools

Short videos explore responsible opioid use and real stories from people affected by chronic pain and their families.

NSAIDs Safety

Pain Matters Documentary Film Clips Introducing Pain Matters

J This video from the American Chronic
fwd Pain Association discusses how to use
NSAIDs safely and effectively.

PainMatters.com

Watch short clips from the Watch an introductory video about
documentary to see first-hand the PainMatters.com.
impact of chronic pain.

WATCH WATCH WATCH
SHARE SHARE 4] SHARE

Pathways through Pain: Priorities and

Goals

This video from the American Chronic
Pain Association will empower you to
take control of managing your pain.

WATCH

<) SHARE
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Next Steps

Go to Pharmacists Resources Page )

Related Content

Q Understanding Chronic Pain @ Tools & Resources O Appropriate Use, Storage &
Watch the Pain Matters Use these tools and downloads to Disposal
documentary to learn about the learn more about responsible Appropriate use, storage and
impact of chronic pain opioid use disposal guidelines for your
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Tools and Guidelines for Pharmacists Filling
Prescriptions for Chronic Pain

Filling prescriptions allows you to play a vital role in both effective pain management and the prevention of opioid abuse and misuse.
Find tools here to help understand the appropriate use of opioids and advocate for their proper use and disposal.

Explore the resources below

Videos Opioid Disposal The Pharmacist’s Role Event Calendar

Short videos explore responsible opioid use and real stories from people and their families who are affected by chronic pain.

Pain Matters Documentary Film Clips Introducing Pain Matters

Watch short clips from the Watch an introductory video about
documentary to understand first-hand PainMatters.com

what it is like to live with chronic pain.

WATCH NOW WATCH VIDEO
<] SHARE SHARE
Next Steps

Sign Up for Updates)
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Community Resources for People Affected by
Chronic Pain

Finding a pain care plan that is right for you starts by working with your doctor. Find tools and resources to help you get the
information you need to reduce the risk of prescription medicine abuse and misuse.

Explore the resources below

Advocacy Organizations &
Community Connection

Pain Self Assessment & Discussion

Videos il Opioid Use Storage and Disposal

Download tools to help prepare for your next appointment and discuss your pain symptoms with your doctor.

Questions to Ask Your Doctor Design for Dialogue Quality of Life Scale

Prepare for an exam room discussion Join the pain community as we Atool to assess the impact of pain on
about your pain experience using this reimagine the exam room experience daily life provided by the American
guide. and a more open dialogue. Be the Chronic Pain Association.

voice that inspires change.

VIEW DOWNLOAD
DOWNLOAD
X SHARE SHARE BX] SHARE
Pain Management Log Wong-Baker FACES Pain Rating Scale
Measure pain numerically through Track daily pain with this log from MD Using faces to describe pain intensity,
these scales provided by the US Anderson. this tool provides a more visual
Department of Veterans Affairs. approach to pain assessment.
VIEW VIEW DOWNLOAD
<] SHARE <] SHARE <] SHARE
Prepare for your health care visit with Measure and track pain over time with Track how pain is affecting daily
this guide from the American Chronic this pain log from the American activities with this chart from the
Pain Association. Chronic Pain Association. American Chronic Pain Association.
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LEARN MORE VIEW TOOL VIEW TOOL

SHARE SHARE SHARE
Back Pain Map Head Pain Map
Identify back pain symptoms with this Identify head pain symptoms with this
interactive map from the American interactive map from the American
Chronic Pain Association. Chronic Pain Association.
VIEW TOOL VIEW TOOL
SHARE SHARE
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Related Content
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Community Resources for People Affected by
Chronic Pain

Finding a pain care plan that is right for you starts by working with your doctor. Find tools and resources to help you get the
information you need to reduce the risk of prescription medicine abuse and misuse.

Explore the resources below

Pain Self Assessment & Discussion Advocacy Organizations &
Community Connection

Videos Tools Opioid Use Storage and Disposal

Find support groups and community resources for people affected by pain.

Support & Advocacy Organizations Pain Centers of Excellence Pain Perspectives Blog

Several national organizations are The American Pain Society’s annual Hear insights and perspectives into

dedicated to supporting people living award honors programs or services today’s complex pain management

with chronic pain and their families. that exemplify outstanding clinical landscape from members of the pain
care. community.

» American Chronic Pain Association

» US Pain Foundation
s Pain Action Alliance

VIEW VIEW

SHARE SHARE P4 SHARE
Aches & Gains SiriusXM Radio Show Legislation Tracker
Hosted by Paul Christo, MD., this The U.S. Pain Foundation tracks pain
weekly radio show on SiriusXM Family policy at the state level.
Talk 131, provides information on pain
management.

VIEW VIEW LEGISLATION
X SHARE SHARE
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Chronic Back Pain Map

Printing for use during doctor visits to
communicate information about your
symptoms quickly

Tracking your progress over time

Related Tools:

« Pain Log
« More Pain Mapping Tools

Welcome,

This interactive tool can help you in two ways.

Back pain can be complex and difficult to describe in the short
time you may have with your health care provider. This tool can
help you create a detailed picture of your pain---where it is, how
it feels, how much it hurts, and what triggers it. Fill it out before
your visit, print it, and share it with your provider. It will provide a
lot of important information fast, so you and your provider can
begin to address your issues more quickly.

In addition, this tool can help you track your progress over time.
Keep printouts of your results; they will help you see which
treatments and activities reduce your pain and which don't. That
can be a big step in gaining better control over your pain and
improving your quality of life.
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For questions about campaign resources or implementation, please contact us.
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CDC's Opioid Overdose Website

Learn more about opioid misuse and overdose, data, and prevention resources at www.cdc.gov/drugoverdose.
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s CDC Guideline for Prescribing Opioids for Chronic Pain

* CDC Guideline for Prescribing Opioids for Chronic Pain: COCA Call Series
* Online Training Series for Healthcare Providers

* Guideline Information for Providers

* Guideline Information for Patients
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HE
Real Stories +
S The Rx Awareness campaign tells the real stories of people whose lives Campaign CNeTvicE Set Sheer
Ol Gy oo were torn apart by prescription opioids. The goal of the campaign is to
increase awareness that prescription opioids can be addictive and
Treatment and dangerous. The campaign also strives to decrease the number of B
Recovery
individuals who use opioids recreationally or overuse them.
Campaign Resources + = U
When the Prescription Becomes the Problem
Newsroom
Nearly half of all U.S. opioid overdose deaths involve a prescription TR APROAK
ﬁ Get Email opioid. Overdose deaths involving prescription opioids have tripled
since 1999, and so have sales of these prescription drugs. From 1999
Updates
to 2015, more than 183,000 people have died inthe U.S. from
To receive email overdoses related to prescription opioids, with mare than 15,000
updates about this prescription opioid overdose deaths in 2015. - —
topic, enter your email Take Action and Help Rx Awareness Campaign Overview Fact
address: Sheet ‘% [PDF - 334 KB]
Whether you are a healthcare provider, first responder, law
enforcement officer, public health official, or community member, the
What's this? opioid epidemic is likely affecting you and your community. No matter

who you are, you can take action to end the opioid overdose epidemic o

m ravaging the United States. We all have a role to play on the frontlines ‘,
of this fight—it starts with addressing prescription opioid misuse, YOUNEVER o~
abuse, and overdose. PECTTHA ‘

e Learn more about prescription opioids so you can help those at risk 0 LOSE A )

for opioid use disorder and overdose in your community.

Help those struggling with addiction find the right care and 0
treatment. Anyone who takes prescription opioids can become D
addicted and help is available if you or someone you know is

battling opioid use disorder.

Spread the word and increase awareness in your community about

the risk and dangers of prescription opioids.

State and local health departments and community organizations can
also take part in the Rx Awareness campaign and use the tested
campaign materials and resources to launch campaigns, support local
prevention activities, and raise awareness about the risks of

prescription opioids.

Read this overview of the campaign "% [PDF - 5 MB], and learn how to

launch the campaign in your local community.
Related Pages CDC's Opioid Overdose Website

Real Stories Learn more about opioid misuse and overdose, data,

and prevention resources at

P tP iption Opioid Overd
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Ann Marie
1 ia'
. Ann Marie's Story
Deévin Ann Marie is a mother who lost her 22-year-old son, Chris, to a prescription opioid overdose.
Judy Ann Marie’s Story >
Mike
Noah Brenda's Story
Tamera Brenda shares her experiences with addiction to prescription opioids and the toll pain medication
Torhsy took on her life.
Prevent Prescription Brenda's Story >
Opioid Overdose
Treatment and
Recovery Devin's Story
C-nibaizaResatice + Devin shares his Rx Awareness story of using prescription opioids after a minor surgery as a
Newsreom teenager and his path to recovery from opioid use disorder.
ﬁ Get Email Devin's Story >
Updates

Judy's Story

To receive email

dat bout thi i o s . « :
sl sl Judy lost her son, Steve, to a prescription opioid overdose, Before he died, he wrote, “At first it was

topic, enter your email o s
HiS ¥ a lifeline, now it is a noose around my neck.”

address:

Judy's Story >

What's this?

Mike's Story

Mike became addicted to a prescription apioid and ended up leaving school and no longer playing

college sports. At the time he “didn't understand the dangers of the drug and was addicted after a

matter of months.”

Mike's Story >

Noah's Story

Noah shares his experience losing his father to prescription opioid addiction. He states that he

learned “it's likely that everybody knows somebody who's struggling with this very problem.”

Noah's Story >

Tamera's Story

Tamera shares her experience losing almost everything she had to prescription opioid addiction.
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She says that knowing it “could have been prevented” makes her experience seem so much worse.

Tamera's Story >

Tamera reminds us that it “only takes one.”

Teresa's Story

Teresa lost her brother RJ at age 32 to a prescription opioid overdose. He convinced people to

Teresa's Story >

Related Pages CDC's Opioid Overdose Website

“believe he knew exactly what he was taking”
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Interactive Training Series

Opioid Basics

Understanding the
Epidemic

Commonly Used
Terms

Prescription Opioids
Heroin

Fentany!
Data

Opicid Data Analysis

Drug Overdose Death
Data

Prescribing Data

U.S. Prescribing Rate
Maps

Prescription Opioid
Qverdose Data

Heroin Overdose Data
Synthetic Opioid Data

Fentanyl Encounters
Data

Overdose Prevention

Improve Opioid
Prescribing

Prevent Opioid Use
Disorder

Treat Opioid Use
Disorder

Reverse Overdose
Help and Resources
CDC's Role

Information for
Patients

Know Your Options

Expectations for
Opioid Therapy

Prevent Opioid Misuse

Helpful Materials

Applying CDC'’s Guideline for Prescribing Opioids
An Online Training Series for Healthcare Providers

More than 40 people die every day from
prescription opioid-involved overdose.

The CDC Guideline for Prescribing

Opioids for Chronic Pain provides

recommendations for safer and more

effective prescribing of opioids for

chronic pain in patients 18 and older in

Applying CDC’s Guideline
for Prescribing Opioids:

An Online Training Series for Providers

outpatient settings outside of active
cancer treatment, palliative care, and

end-of-lifecare.

This online training series aims to help

you apply CDC's recommendations in your clinical setting through interactive patient scenarios, videos, knowledge checks,
tips, and resources. You will gain a better understanding of the recommendations, the risks and benefits of prescription
opioids, nonopioid treatment options, patient communication, and risk mitigation. See below for the trainings that are
available for the series, as well as those that are proposed, throughout this year. Please routinely check back for updates and

availability.

Training Courses

Reducing the Risks of Opioids Communicating With Patients

Providers will learn best risk mitigation strategies Providers will learn communication strategies they can use

and when to employ them when prescribing an when treating chronic pain, including motivational

opioid. interviewing.

Treating Chronic Pain Without Opioids Addressing the Opioid Epidemic:

Recommendations from CDC

This module presents providers with various options

for managing chronic pain, giving them the tools This module presents an overview of the CDC Guideline

they need to identify appropriate nonopioid for Prescribing Opioids for Chronic Pain: It explains the

medications and nonpharmacologic treatments and rationale for the Guideline’s creation, highlights key

facilitate a patient-centered approach.

recommendations, and describes the benefits of

implementing the Guideline.

Additional Training Courses Coming Soon

= Deciding Whether to Prescribe
In this section of the training, providers learn mechanisms for deciding if opioids should be prescribed, and next steps

for treatment - whether opioid or non-opioid treatments are selected.
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Campaign

Information for
Providers

Guideline Overview
Guideline Resources
Clinical Tools
Posters
Videos
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Training for Providers

Interactive Training
Series

Webinar Series

PDMP Overview for
Providers

Research & Activities

Frequently Asked
Questions

State Information

Promising State
Strategies

Prevention for States

Enhanced State Opioid
Overdose Surveillance

Data-Driven
Prevention Initiative

What States Need to
Know about PDMPs

State Prescription
Drug Laws

State Successes
CDC Publications
Resource Center

Pressroom

Shareable Graphics

Microsite

Data Resources

Additional HHS
Resources

Rx Awareness

Campaign
bpd  Get Email
Updates

To receive email
updates about this
topic, enter your email

address:

* OSING ana | ITration oF UpIoias: HOW MIUCn, HOW LONg, ana HOW anad vvnen 1o >top:
When providers choose to prescribe opioids, they need to know how to properly dose and titrate opioids to reduce risk
of opioid use disorder and overdose. This module explains methods of dosing and titration.

* Reducing the Risks of Opioids
Providers will learn best risk mitigation strategies and when to employ them after prescribing an opioid.

» Assessing and Addressing Opioid Use Disorder
This module describes methods available to a provider for assessing and addressing an opioid use disorder when it is
suspected.

* Implementing the CDC Guideline
This module provides strategies and tools for implementing the CDC Guideline for Prescribing Opioids for Chronic Pain

in a provider’s own practice, while outlining steps to overcome common barriers to implementation.

EMPOWERING PROVIDERS.

GUIDELINE FOR PRESCRIBING
OPIOIDS FOR CHRONIC PAIN

P-29829 _ 00341



National Center for
Injury Prevention and
Control

Child Safety and Injury

Prevention

HEADS UP to Brain Injury

Awareness

Home and Recreatlonal

Safety
Motor Vehicle Safety

Parents Are The Key to

Safe Teen Drivers

STEADI Initiative for

Health Care Providers
Traumatic Brain Injury
Violence Prevention

WISQARS
(Injury & Death Data)

Page last reviewed: August 29,2017
Page last updated: August 29,2017

Content source: Centers for Disease Control and Prevention, National Center for Injury Prevention and Control, Division of Unintentional Injury

Prevention

About CDC Jobs Funding Policies Privacy FOIA No Fear Act 0oIG

1600 Clifton Road Atlanta, GA 30329-4027 USA US. Department of Health & Human Services
800-CDC-INFO (800-232-4636), TTY: 888-232-6348 HHS/Open
Email CDC-INFO USA.gov

P-29829 _ 00342



https://web.archive.org/web/20180130110737/https://www.cdc.gov/drugoverdose/prescribing/faq.ht
ml

P-29829 _ 00343



INTERNET ARCHIVE ‘hups:/ﬂwww.cdc.gcv/drugoverdose/prescribing/faq,hlml

‘ DEC gLURN MAR 0

maunﬂﬂ“mﬂﬂlﬂﬂ 91 captures

18 Mar 2016 - 08 Mar 2022

30 [S T

2017 pdkbBd 2019 ¥ About this capture

SKij

D‘ ¥ Centers for Disease Control and Prevention
g2 CDC 24/7: Saving Lives, Protecting People™

Start of Search Controls

Centers for Disease
Control and Prevention

8 CDC 24/7: Saving Lives, Protecting People™

Search Form Controls
| Submit |
SEARCH [Search The CDC

CDC A-Z Index
« MENU
e CDC A-Z
s SEARCH

Start of Search Controls

Search Form Controls
| Submit |
[SEARCH Search The CDC

Opioid Overdose

Opioid Overdose

Opioid Basics

+

* Data

+

Overdose Prevention

+

Information for Patients

+
Information for Providers

[}

Guideline Overview
Guideline Resources

+

Training for Providers

+

PDMP Overview for Providers
Research & Activities
Frequently Asked Questions
State Information

+

CDC Publications

Resource Center

+

o]

s}

o]

o

o

Get Email Updates

To receive email updates about this topic, enter your email address:

Enter Email Address{ What's this?Submit

’fEnter Email Address

National Center for Injury Prevention and Control

Child Safety and Injury Prevention

HEADS UP to Brain Injury Awareness
Home and Recreational Safety

Motor Vehicle Safety

Parents Are The Key to Safe Teen Drivers
STEADI Initiative for Health Care Providers
Traumatic Brain Injury

Violence Prevention

WISQARS

(Injury & Death Data)

CDCOpioid Overdoselnformation for Providers

Frequently Asked Questions

P-29829 _ 00344




Recommend on Facebook“ Tweetu H
The CDC Guideline for Prescribing Opioids for Chronic Pain and related resources were developed to support you as you provide
the best possible healthcare to your patients. See below for a collection of frequently asked questions about the Guideline.

‘What is the Main Purpose of the Guideline? expanded

The Guideline provides recommendations to primary care providers about the appropriate prescribing of opioids to improve pain management and patient safety. Recommendations
focus on the use of opioids in treating chronic pain (i.e., pain lasting longer than three months or past the time of normal tissue healing) in patients 18 years and older. The Guideline is
not intended for patients who are in active cancer treatment, palliative care, or end-of-life care.

Improving the way opioids are prescribed through clinical practice guidelines can ensure patients have access to safer, more effective treatment while reducing the number of people
who suffer from opioid use disorder or overdose from these drugs. CDC aims to save lives and prevent prescription opioid overdoses by equipping providers with the knowledge,
tools, and guidance they need.

For more information: visit the Guideline Overview page(https:/www.cde.gov/drugoverdose/prescribing/guideline.html).

‘Why is the Guideline Needed in the United States? collapsed

‘What are the Risks of Using Prescription Opioids for Chronic Pain? collapsed

‘Who is the Guideline for? collapsed

‘What are the Main Recommendations in the Guideline? collapsed

Why Does CDC Recommend Exercising Caution at Specific Opioid Dosages? collapsed

Why is CDC Recommending a Specific Duration of Opioid Prescription for Acute Pain? collapsed
Will the Guideline Discourage Use of Opioids for Patients in Chronic Pain? collapsed

Will Providers be Required to Follow This Guideline? collapsed

Are There Resources to Help Providers Use the Guideline? collapsed

Will the Guideline Result in Patients No Longer Being Able to Obtain Opioids? collapsed

Will CDC Evaluate the Guideline after It is Released? collapsed

How Can the Guideline Make Strong Recommendations When the Evidence is Low Quality? collapsed
How is the Final Version of the Guideline Different from the Draft Posted for Public Comment? collapsed
Get Email Updates

To receive email updates about this topic, enter your email address:

Enter Email Address{ What's this?Submit

EMPOWERING PROVIDERS.
(- gov) SRS TR

’fEuter Email Address

(https://www.cde.gov/drugoverdose/preseribing/guideline.html)
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Historically, CDC's standard analysis approach combined the natural, semi-synthetic, and synthetic opioid categories
(including methadone) when reporting deaths involving opioid analgesics, also referred to as prescription opioids. Using
this method, in 2015 there were over 22,000 deaths involving prescription opioids, equivalent to about 62 deaths per day.
This was an increase from approximately 19,000 in 2014." However, a significant portion of the increase in deaths was
due to deaths involving synthetic opioids other than methadone, which includes fentanyl. Law enforcement agencies
have reported recent increases in seizures of illegally-made (non-pharmaceutical) fentanyl 2 It is presumed that a large
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National Center for proportion of the increase in deaths is due to illegally-made fentanyl and not prescription opioids." Unfortunately,
|njUry Prevention and information reported about overdose deaths does not distinguish pharmaceutical fentanyl from illegally-made fentanyl.
Control Given the recent surge in illegally-made fentanyl, the CDC Injury Center is now analyzing synthetic opioids (other than
» Child Safety and Injury methadone) separately from other prescription opioids. This new analysis can provide a more detailed understanding of
Prevention the increase in different categories of opioid deaths from previous years. Using this analysis, in 2015 there were more
» HEADS UP to Brain Injury than 15,000 deaths involving this more limited category of prescription opioids (an increase in this category of 443 deaths
Awareness since 2014), equivalent to about 42 deaths per day.? Changing the way deaths are analyzed seems to result in a
« Home and Recreational decrease in deaths involving prescription opioids. But, this new number is likely an undercount of deaths related to
Safety prescription opioids, because it does not include deaths that are associated with pharmaceutical fentanyl, tramadol, and
« Motor Vehicle Safety other synthetic opioids that are used as pain relievers.
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Opioids—prescription and illicit—are the main driver of drug overdose deaths. Opioids were involved in 42,249 deaths in
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Paticnis 2016, and opioid overdose deaths were five times higher in 2016 than 1999.

o In 2016, the five states with the highest rates of death due to drug overdose were West Virginia (52.0 per 100,000), Ohio
Information for

Providers (39.1 per 100,000), New Hampshire (39.0 per 100,000), Pennsylvania (37.9 per 100,000) and (Kentucky (33.5 per 100,000).

State Information Significant increases in drug overdose death rates from 2015 to 2016 were seen in the Northeast, Midwest and South
Census Regions. States with statistically significant increases in drug overdose death rates included Connecticut, Delaware,
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Florida, lllinois, Indiana, Kentucky, Louisiana, Maine, Maryland, Massachusetts, Michigan, Minnesota, Missouri, New Jersey,
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Please note: A recent CDC Surveillance Summary contains updated data. To view the report, please visit the Annual

Prescribing Data

U.S. Prescribing Rate
Maps

Sales of prescription opioids in the U.S. nearly quadrupled from 1999 to 2014, but there has not been an overall change in
Prescription Opioid

the amount of pain Americans report.Z During this time period, prescription opioid overdose deaths increased similarly.
Overdose Data

X The supply of prescription opioids remains high in the U.S.* An estimated 1 out of 5 patients with non-cancer pain or pain-
Heroin Overdose Data
related diagnoses are prescribed opicids in office-based settings.? From 2007 - 2012, the rate of opioid prescribing has

Synthetic Opioid Data steadily increased among specialists more likely to manage acute and chronic pain. Prescribing rates are highest among pain
medicine (49%), surgery (37%), and physical medicine/rehabilitation (36%). However, primary care providers account for
Fentanyl Encounters

Data about half of opioid pain relievers dispensed.
Overdose Prevention 4 Health care providers, including those in primary care settings, report concern about opioid-related risks of addiction and

overdose, as well as insufficient training in pain management. Although prescription opioids can help manage some types of

Infi tion fi

Pna;::tas 18IS pain, there is not enough evidence that opioids improve chronic pain, function, and quality of life. Moreover, long-term use
of opioid pain relievers for chronic pain can be associated with abuse and overdose, particularly at higher dosages.

Information for +

FE Prescription Opioid Use Among Subgroups

State Information & Prescription opioid use varies according to age, gender, and ethnicity:

CDC Publications

= Older adults (aged 40 years and older) are more likely to use prescription opioids than adults aged 20 - 39.

P S + * Women are more likely to use prescription opioids than men.

= Non-Hispanic whites are more likely to use prescription opioids than Hispanics. There are no significant differences in

a Get Email prescription opioid use between non-Hispanic whites and non-Hispanic blacks.>®
Updates State-to-State Variability
To receive email Prescribing rates for opioids vary widely across different states. In 2012, health care providers in the highest-prescribing
updates about this state wrote almost 3 times as many opioid prescriptions per person as those in the lowest prescribing state.” Health issues
topic, enter your email that cause people pain do not vary much from place to place, and do not explain this variability in prescribing. Some other
address: factors that may influence prescribing rates include:

Some states have more opioid
What's this? prescriptions per person than others.
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Safety SOURCE: IMS, National Prescription Audit (NPA™), 2012

Home and Recreational

Motor Vehicle Safety

Sources of Prescription Opioids
Parents Are The Key to

Safe Teen Drivers Most people who abuse prescription opioids get them for free from a friend or relative. However, those who are at highest

risk of overdose (using prescription opioids nonmedically 200 or more days a year) get them in ways that are different from

STEAU]nitiscrvsfor those who use them less frequently. These people get opioids using their own prescriptions (27 percent), from friends or

Health CaralProviders relatives for free (26 percent), buying from friends or relatives (23 percent), or buying from a drug dealer (15 percent).
Traumatic Brain Injury Those at highest risk of overdose are about four times more likely than the average user to buy the drugs from a dealer or

other stranger.?
Violence Prevention

WISQARS

{Injury & Death Data) Sources of Prescription Opioids Among Past-Year Non-Medical Users®

70

@ Given by a friend or relative for free
H Prescribed by 21 physicians

m Stolen from a friend or relative

B Bought from a friend or relative

B Bought from a drug dealer or other stranger

Percent of Users

m Other®

3 3 &
1-29 30-99 100-199 200-365
Number of Days of Past-Year Non-Medical Use

“Obtained from the US National Survey on Drug Use and Health, 2008 through 2011.3

® Estimate is statistically significantly different from that for highest-frequency users (200-365 days) (P< .05).

¢ Includes written fake prescriptions and those opioids stolen from a physician’s office, clinic, hospital, or
pharmacy; purchases on the Internet; and obtained some other way.

SOURCE: Jones C, Paulozzi L, Mack K. Sources of prescription opioid pain relievers by frequency of past-year nonmedical use: United States, 2008-2011. JAMA Int Med 2014;

174(5):802-803
Related Pages Additional Data Sources
Data Overview WONDERCDC's WONDER (Wide-ranging Online Data for Epidemiologic

. o Research) an easy-to-use, menu-driven system that makes the information
Prescription Opioid Overdose
resources of the Centers for Disease Control and Prevention (CDC) available

Data

to public health professionals and the public at large. It provides access to a
Understanding the Epidemic wide array of public health information.
CDC Guideline for Prescribing WISQARSCDC's WISQARS™ (Web-based Injury Statistics Query and
Opioids for Chronic Pain Reporting System) is an interactive, online database that provides fatal and

Stateinforation nonfatal injury, violent death, and cost of injury data from a variety of trusted

sources.
CDC Publications
CDC Data & StatisticsThis web site features interactive tools, surveys,

publications, databases, and more.

CMS Medicare Part D Opioid Drug Mapping Tool  Interactive mapping tool
that shows geographic comparisons, at the state, county, and local levels, of de-
identified Medicare Part D opioid prescription prescriptions written and

submitted to be filled within the United States.

References

1. Centers for Disease Control and Prevention. Vital Signs: Overdoses of Prescription Opioid Pain Relievers — United States, 1999—2008.

MMWR 2011; 60(43);1487-1492.
2.ChangH, Daubresse M, Kruszewski S, et al. Prevalence and treatment of pain in emergency departments in the United States, 2000 - 2010.
Amer Jof Emergency Med 2014; 32(5): 421-31.

3. Daubresse M, Chang H, Yu Y, Viswanathan S, et al. Ambulatory diagnosis and treatment of nonmalignant pain in the United States, 2000 -

P-29829 _ 00356



2010. Medical Care 2013; 51(10): 870-878. http://dx.dot.org/10.1097/MLR.0b013e3182a95d86 &

4. Centers for Disease Control and Prevention. Vital Signs: Variation Among States in Prescribing of Opioid Pain Relievers and

Benzodiazepines — United States, 2012. MMWR 2014; 63(26):563-568.

5. Frenk SM, Porter KS, and Paulozzi LJ. Prescription Opioid Analgesic Use Among Adults: United States, 1999 - 2012., National Center for

Health Statistics Data Brief, February 2015.

6. Paulozzi LJ, Strickler GK, Kreiner PW, and Koris CM. Controlled Substance Prescribing Patterns - Prescription Behavior Surveillance

System, Eight States, 2013. MMWR Surveill Summ 2015;64(8):1-14.

&

File Formats Help:

-

EMPOWERING PROVIDERS.

GUIDELINE FOR PRESCRIBING
OPIOIDS FOR CHRONIC PAIN

How do | view different file formats (PDF, DOC, PPT, MPEG) on this site?

-

Page last reviewed: August 30,2017
Page last updated: August 30,2017

Content source: Centers for Disease Control and Prevention, National Center for Injury Prevention and Control, Division of Unintentional Injury

Prevention
* B0 & @ o
About CDC Jobs Funding Policies

1600 Clifton Road Atlanta, GA 30329-4027 USA
800-CDC-INFO (800-232-4636), TTY: 888-232-6348
Email CDC-INFO

/ ~i
S B
Privacy FOIA No Fear Act olG

U.S. Department of Health & Human Services
HHS/Open
USA.gov

P-29829 _ 00357



https://web.archive.org/web/20180129183456/https://www.cdc.gov/mmwr/volumes/65/wr/mm65505
lel.htm

P-29829 _ 00358



preever axcnive  [htpsiwwn.ode.govimmurivolumes/85/wimmB55051e1.him |[ Go | DEC Bl MAR G
mau"n“"mau"l"u 603 captures ‘ 29 ’ ﬁ
20 Dec 2016 - 9 Mar 2022 Ihhhl‘““ 2017 EgL) 2019 ¥ About this capture

Centers for Disease Control and Prevention ¥ Search MMWR Only
CDC 24/7: Saving Lives, Protecting People™

CDCA-ZINDEX Vv

Morbidity and Mortality Weekly Report (MMWR)

cDC > MMWR

Increases in Drug and Opioid-Involved Overdose Deaths — United States, 2010-2015

Weekly / December 30,2016 / 65(50-51);1445-1452

On December 16, 2016, this report was posted online as an MMWR Early Release. Article Metrics
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The U.S. opioid epidemic is continuing, and drug overdose deaths nearly tripled during 1999-2014. Among 47,055 . News (288)

drug overdose deaths that occurred in 2014 in the United States, 28,647 (60.9%) involved an opioid ( 1). lllicit opioids . Ei::igc?(j:c)zuments ®)
are contributing to the increase in opioid overdose deaths (2,3). In an effort to target prevention strategies to address Twitter (452)

the rapidly changing epidemic, CDC examined overall drug overdose death rates during 2010-2015 and opioid C\;Ei‘;t:ici’: :g;)
overdose death rates during 2014-2015 by subcategories (natural/semisynthetic opicids, methadone, heroin, and Google+ (2)
synthetic opioids other than methadone).” Rates were stratified by demographics, region, and by 28 states with high Reddit (2)

quality reporting on death certificates of specific drugs involved in overdose deaths. During 2015, drug overdoses . Mendeley (1175)
accounted for 52,404 U.S. deaths, including 33,091 (63.1%) that involved an opioid. There has been progress in

preventing methadone deaths, and death rates declined by 9.1%. However, rates of deaths involving other opioids, Citations: 190
specifically heroin and synthetic opioids other than methadone (likely driven primarily by illicitly manufactured

fentanyl) (2,3), increased sharply overall and across many states. A multifaceted, collaborative public health and law Views: 151,933
enforcement approach is urgently needed. Response efforts include implementing the CDC Guideline for Prescribing Viev;’f;i“ﬁ'%‘? &aoien‘{(',?c‘l'g

Opioids for Chronic Pain (4), improving access to and use of prescription drug monitoring programs, enhancing Metric Details
naloxone distribution and other harm reduction approaches, increasing opioid use disorder treatment capacity,

improving linkage into treatment, and supporting law enforcement strategies to reduce the illicit opioid supply.

The National Vital Statistics System multiple cause-of-death mortality files were used to record drug overdose Summary
deaths.T Drug overdose deaths were identified using the Infernational Classification of Disease, Tenth Revision (ICD-

What is already known about
10), based on the ICD-10 underlying cause-of-death codes X40-44 (unintentional), X60-64 (suicide), X85 (homicide), Y

or Y10-Y 14 (undetermined intent). Among deaths with drug overdose as the underlying cause, the type of opioid is L

indicated by the following ICD-10 multiple cause-of-death codes: opioids (T40.0, T40.1, T40.2, T40.3, T40.4, or The U.S. opioid epidemic is
T40.6); natural/semisynthetic opioids (T40.2); methadone (T40.3); synthetic opioids other than methadone (T40.4); continuing. Drug overdose
and heroin (T40.1). Some deaths involved more than one type of opioid; these deaths were included in the rates for deaths nearly tripled during
each subcategory. Therefore, categories of deaths presented are not mutually exclusive.S 1999-2014. In 2014, among

T 2 , 47,055 drug overdose deaths,
Changes in drug overdose death rates were analyzed for all 50 states and the District of Columbia (DC) from 2010 to

61% involved an opioid. During

2013-2014, deaths associated

2015 using joinpoint regression. Opioid overdose death rates were examined for the period 2014-2015 by

subcategories (natural/semisynthetic opioids, methadone, heroin, and synthetic opioids other than methadone) and

= . . 2 with the most commonly
by demographics, region, and across states. State-level analyses were conducted for 28 states meeting the following

P s i : prescribed opioids
criteria: 1) >80% of drug overdose death certificates named at least one specific drugin 2014; 2) change from 2014 to

: : 3 i " (natural/semisynthetic opioids)
2015 in the percentage of death certificates reporting at least one specific drug was <10 percentage points**; and 3)

z 3 A 5 . ; continued to increase slightly;
220 deaths occurred during 2014 and 2015 in at least two opioid subcategories examined. Analyses comparing

: . - however, the rapid increase in
changes in age-adjusted death rates from 2014 to 2015 used z-tests when deaths were 2100 and nonoverlapping

deaths appears to be driven b
confidence intervals based on a gamma distribution when deaths were <100.7T BB 2/

heroin and synthetic opioids

The drug overdose death rate increased significantly from 12.3 per 100,000 populationin 2010 to 16.3 in 2015. other than methadone.
Death rates increased in 30 states and DC and remained stable in 19 states (Figure). Two states had changing trends

What is added by this report?
during this period of decreasing rates followed by increases.5® During 2015, a total of 52,404 persons in the United ¥ P

States died from a drug overdose, an increase from 47,055 in 2014; among these deaths, 33,091 (63.1%) involved an From 2014 to 2015, the death
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opioid, anincrease from 28,647 in 2014. The age-adjusted opioid-involved death rate increased by 15.6%, from 9.0
per 100,000 in 2014 to 10.4 in 2015, driven largely by increases in deaths involving heroin and synthetic opioids
other than methadone. Death rates for natural/semisynthetic opioids, heroin, and synthetic opioids other than
methadone increased by 2.6%, 20.6%, and 72.2%, respectively (Table 1) (Table 2). Methadone death rates decreased
by 9.1% (Table 1).

During 2014-2015, rates of natural/semisynthetic opioid deaths increased among males overall, both sexes aged 25~
44 years, and non-Hispanic whites. Methadone death rates decreased among males and females overall, but
increased among persons aged 265 years (Table 1). Death rates involving heroin and synthetic opioids other than
methadone increased in both males and females, persons aged 215 years, and all racial/ethnic populations; however,
heroin death rates among males aged 15-24 years remained stable. In 2015, death rates involving synthetic opioids
other than methadone were highest among males aged 25-44 years (8.9 per 100,000), increasing 102.3% from 2014
to 2015 (Table 2). Heroin death rates also were highest in this demographic group (13.2), increasing 22.2% from 2014
to 2015. Natural/semisynthetic opioid death rates increased in the Northeast and South U.S. Census regions, and
methadone death rates decreased in the South (Table 1). Death rates involving synthetic opioids other than

methadone and heroin increased in all regions from 2014 to 2015 (Table 2).

Among the 28 states meeting inclusion criteria for state-level analyses, 16 (57.1%) experienced increases in death
rates involving synthetic opioids other than methadone, and 11 (39.3%) experienced increases in heroin death rates
from 2014 to 2015. The largest absolute rate change in deaths from synthetic opioids other than methadone
occurred in Massachusetts, New Hampshire, Ohio, Rhode Island and West Virginia. The largest percentage increases
in rates occurred in New York (135.7%), Connecticut (125.9%) and lllinois (120%) (Table 2). Connecticut,
Massachusetts, Ohio, and West Virginia experienced the largest absolute rate changes in heroin deaths, while the
largest percentage increases in rates occurred in South Carolina (57.1%), North Carolina (46.4%), and Tennessee
(43.5) (Table 2). Three states (New Mexico, Oklahoma, and Virginia) experienced decreases in natural/semi-synthetic
opioid death rates, while increases occurred in five states (Massachusetts, New York, North Carolina, Ohio, and

Tennessee) (Table 1).

Discussion ~Top

During 2010-2015, the rate of drug overdose deaths in the United States increased in 30 states and DC, remained
stable in 19 states, and showed decreasing trends followed by increases in two states.5577 From 2014 to 2015, drug
overdose deaths increased by 5,349 (11.4%), signifying a continuing trend observed since 1999 (1). Opioid death
rates increased by 15.6% from 2014 to 2015. These significant increases in death rates were driven by synthetic
opioids other than methadone (72.2%), most likely illicitly-manufactured fentanyl (2,3), and heroin (20.6%). Increases
in these opioid subcategories occurred overall and across all demographics and regions. Natural/semisynthetic opioid

death rates increased by 2.6%, whereas methadone death rates decreased by 9.1%.

These findings are consistent with recent reports highlighting the increasing trend in deaths involving heroin and
synthetic opioids other than methadone (- 3,5). The number of deaths involving synthetic opioids other than
methadone have been associated with the number of drug products obtained by law enforcement testing positive for
fentanyl, but not with fentanyl prescribing rates (2,3). A recent report found that these increases, likely attributable

to illicitly manufactured fentanyl, were concentrated in eight of 27 states examined (2).

rate from synthetic opioids
other than methadone, which
includes fentanyl, increased by
72.2%, and heroin death rates
increased by 20.6%. Rates of
death involving heroin and
synthetic opioids other than
methadone increased across all
demographic groups, regions,
and in numerous states.
Natural/semisynthetic opioid
death rates increased by 2.6%,
whereas, methadone death rates
decreased by 9.1%.

What are the implications for
public health practice?

There is an urgent need for a
multifaceted, collaborative
public health and law
enforcement approach to the
opioid epidemic, including
implementing the CDC
Guideline for Prescribing
Opioids for Chronic Pain;
improving access to and use of
prescription drug monitoring
programs; expanding naloxone
distribution; enhancing opioid
use disorder treatment capacity
and linkage into treatment,
including medication-assisted
treatment; implementing harm
reduction approaches, such as
syringe services program; and
supporting law enforcement
strategies to reduce the illicit

opioid supply.

The decline in methadone death rates, a trend observed since 2008, followed efforts to reduce methadone use for pain, including Food and Drug

Administration warnings, limits on high dose formulations, and clinical guidelines (8). The small increase in natural/semisynthetic opioid death rates

illustrates an ongoing problem with prescription opioids; however, the increase has slowed from 2013-2014, potentially because of policy and health system

changes, required prescription drug monitoring program review, legislative changes in naloxone distribution, and prescribing guidelines (7,8)./**

The findings in this report are subject to at |zast five limitations. First, factors related to death investigation might affect rate estimates involving specific

drugs. At autopsy, the substances tested for, and circumstances under which tests are performed to determine which drugs are present, might vary by

jurisdiction and over time. Second, the percentage of deaths with specific drugs identified on the death certificate varies by jurisdiction and over time.

Nationally, 19% (in 2014) and 17% (in 2015) of drug overdose death certificates did not include the specific types of drugs involved. Additionally, the

percentage of drug overdose deaths with specific drugs identified on the death certificate varies widely by state, ranging from 47.4% to 99%. Variations in

reporting across states prevent comparison of rates between states. Third, improvements in testing and reporting of specific drugs might have contributed to
some observed increases in opioid-involved death rates. Fourth, because heroin and morphine are metabolized similarly (9), some heroin deaths might have
been misclassified as morphine deaths, resulting in underreporting of heroin deaths. Finally, the state-specific analyses of opioid deaths are restricted to 28

states, limiting generalizability.

The ongoing epidemic of opioid deaths requires intense attention and action. In a November 2016 report, the Drug Enforcement Administration referred to
prescription drugs, heroin, and fentanyl as the most significant drug-related threats to the United States.!TT The misuse of prescription opioids is intertwined
with that of illicit opioids; data have demonstrated that nonmedical use of prescription opioids is a significant risk factor for heroin use (10), underscoring the
need for continued prevention efforts around prescription opioids. Intensifying efforts to distribute naloxone (an antidote to reverse an opioid overdose),
enhancing access to treatment, including medication-assisted treatment, and implementing harm reduction services are urgently needed. It is important to
focus efforts on expanding opioid disorder treatment capacity, including medication-assisted treatment and improving linkage into treatment. 5
Implementing harm reduction approaches, such as the scaling up comprehensive syringe services programs can reach persons with opioid use disorders and

provide them with access to naloxone and medication-assisted treatment, reduce transmission risk for human immunodeficiency virus or hepatitis C, and
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reduce other harms from drug use. Law enforcement strategies to reduce the illicit opioid supply must also be supported. A recent report did not find
evidence that efforts to reduce opioid prescribing were leading to heroin overdoses; rather, such policies could help reduce the number of persons who are
exposed to opioids (7). Continued improvements in guideline-recommended opioid prescribing practices for chronic pain (4), increased improving access to
and use of prescription drug monitoring programs, and increased utilization of nonopiocid pain treatments are needed. A multifaceted, coordinated approach

between public health and public safety is also necessary to address the U.S. opioid epidemic.

~ Top
Corresponding authors: Rose A. Rudd, rvr2@cdc.gov, 770-488-3712; Puja Seth, pseth@cdc.gov, 404-639-6334.
Division of Unintentional Injury Prevention, National Center for Injury Prevention and Control, CDC, 2Epidemic Intelligence Service, CDC. A~ Top
~Top

* Natural opioids include morphine and codeine, and semisynthetic opioids include drugs such as oxycodone, hydrocodone, hydromorphone, and
oxymorphone. Methadone is a synthetic opioid. Synthetic opioids, other than methadone, include drugs such as tramadol and fentanyl. Heroin is an illicit

opicid synthesized from morphine that can be a white or brown powder, or a black sticky substance.

Thtt;c:s://www.cdc.gw:)v/rw:hs/nvss/mortaHtv public_use_data.htm.

§ For example, a death involving both a synthetic opioid other than methadone and heroin would be included in both the “synthetic other than methadone”

and heroin death rates.

** States whose reporting of any specific drug or drugs involved in an overdose changed by 210 percentage points from 2014 to 2015 were excluded, because

drug-specific overdose numbers and rates might change substantially from 2014 to 2015 because of changes in reporting.

1T Age-adjusted death rates were calculated by applying age-specific death rates to the 2000 U.S. Census standard population age distribution

https://www.cdc.gov/nchs/data/nvsr/nvsré1/nvsrél 04.pdf = . For z-tests, a p-value of <0.05 was considered to be statistically significant.

85 Florida and South Carolina, had both decreasing and increasing trends during this period. In Florida, rates decreased from 2010 to 2013, then increased to

2015; in South Carolina, rates decreased from 2010 to 2012, then increased to 2015.

Mhttps://www.cde.gov/drugoverdose/data/statedeaths.html.

*** Some state examples are available. New Mexico: https://nmhealth.org/news/information/2016/6/2view=429 & ;

https://nmhealth.org/news/information/2016/9/?view=484 & ; and http:/hscnews.unm.edu/news/education-program-successful-in-reducing-opioid-

abuse010715 & ; Oklahoma: https:/www.ok.gov/health2/documents/UP_Oklahoma_Office Based Guidelines.pdf ¥ ' ; Oregon:
http://www.orpdmp.com &'. Washington: https://ajph.aphapublications.org/doi/abs/10.2105/AJPH.2014.302367?journalCode=ajph & .

TThttps://www.dea.gov/resource-center/2016%20NDTA%20Summary.pdf H & .

855http://aspe.hhs.gov/sites/default/files/pdf/107956/ib Opioidinitiative.pdf
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FIGURE. Age-adjusted rate* of drug overdose deaths, by state — 2010 and 2015° Returna Top
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Source: CDC. National Vital Statistics System, Mortality. CDC WONDER. Atlanta, GA: US Department of Health and Human Services, CDC; 2016.
https://wonder.cde.gov/.

* Rates shown are the number of deaths per 100,000 population. Age-adjusted death rates were calculated by applying age-specific death rates to the 2000
U.S standard population age distribution.

TDeaths were classified using the International Classification of Diseases, Tenth Revision (ICD-10). Drug overdose deaths were identified using underlying

cause-of-death codes X40-X44, X60-X64, X85, and Y10-Y14.

§ Joinpoint regression examining changes in trends from 2010 to 2015 indicated that 30 states had significant increases from 2010 to 2015 (Alabama,
Arizona, Connecticut, Delaware, District of Columbia, Georgia, Idaho, lllinois, Indiana, lowa, Kansas, Louisiana, Maine, Maryland, Massachusetts, Michigan,
Minnesota, New Hampshire, New Jersey, New York, North Carolina, North Dakota, Ohio, Pennsylvania, Rhode Island, Tennessee, Utah, Vermont, Virginia,
Wisconsin). In two states, Florida and South Carolina, decreases were followed by increases during this period. In Florida, there was a decrease from 2010 to
2013, followed by an increase to 2015. In South Carolina, there was a decrease from 2010 to 2012, followed by an increase to 2015. All remaining states had

nonsignificant trends during this period.

TABLE 1. Number and age-adjusted rate of drug overdose deaths* involving natural and semisynthetic opioids’ and nemri; Top
methadone, > by sex, age group, race/ethnicity}** U.S. Census region, and selected statest — United States, 2014 and 2015

Natural and semisynthetic opioids Methadone

2014 2015 2014 2015
Characteristic No. (Rate) No. (Rate) % change in rate, 2014 to 2015 No. (Rate) No.(Rate)  %changeinrate, 2014 to 2015
Overall 12,159(3.8) 12,727(39) 2.6% 3400(1.1) 3301(10) -9.1%
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Sex
Male
Female

Age group (yrs)

25-34

35-44

45-54

55-64

265

Sex/Age group (yrs)
Male

15-24

25-44

45-64

Female

15-24

25-44

45-64
Race/Ethnicity**
White, non-Hispanic
Black, non-Hispanic

Hispanic

6,732 (4.2)

5,427(3.3)

42(0.1)
726(1.7)
2,115 (4.9)
2,644 (6.5)
3,488 (8.0)
2,437 (6.1)

706 (1.5)

529(2.3)
2,869 (6.8)

3,015(7.4)

197(0.9)
1,890 (4.5)

2,910(6.8)

10,308 (5.0)
814(2.0)

727 (1.4)

U.S. Census region of residence

Northeast
Midwest
South
West

Selected statesTt

1,851(3.3)
2,205(3.3)
5,101(4.2)

3,002 (3.9)

7117 (4.4)

5610(34)

48(0.1)
715(1.6)
2,327 (5.3)
2819(6.9)
3479 (8.1)
2,602 (6.4)

736(1.5)

493(2.2)
3,139 (7.4)

3095(7.5)

222(1.0)
2,007 (4.8)

2,986 (6.9)

10,774 (5.3)
878 (2.1)

780(1.5)

2,095 (3.6)
2302(3.4)
5,374 (4.4)

2956 (3.8)

States with very good or excellent reporting (n=21)

Alaska
Connecticut
lowa

Maine
Maryland
Massachusetts
Nevada

New Hampshire
New Mexico
New York

North Carolina

40(5.6)
157 (4.3)
81(2.7)
80(6.1)
388 (6.2)
178 (2.6)
224(7.4)
81(5.8)
223(10.9)
608 (3.0)

462 (4.7)

51(6.5)

183 (4.8)
75(2.5)

102(7.7)
398 (6.5)
225(3.3)
259 (8.6)
63 (4.4)

160(8.1)
705 (3.4)

554 (5.5)

4.85%

3.0

0.0
-5.9
8.2§§
625
1.3
4.9

0.0

8.8%%

14

6.7%8

1.5

6,055
5.0

el

9.158
3.0
4.8%

-2.6

16.1
11.6
74
26.2
48
26.9%
16.2
-24.1
-25.7%8
13:3%

17.0%%

2,009 (1.3)

1,391(0.9)

14 -1

241(0.5)
796 (1.8)
768(1.9)
854 (2.0)
629 (L.6)

98(0.2)

173(0.8)
969(2.3)

808 (2.0)

68 (0.3)
595(1.4)

675 (L.6)

2,845(1.4)
256 (0.6)

228(0.5)

587 (1.0)
675(1.0)
1,298 (1.1)

840 (1.1)

12 -1
50(1.4)
16 -1
29(2.2)
153(2.4)
88(1.3)
64(2.2)
29(2.3)
45(2.3)
231(1.1)

131(1.4)

1,939(1.2)

1,362(0.8)

13-11

201(0.5)
735(1.7)
739(1.8)
843 (2.0)
642 (1.6)

127(0.3)

149(0.7)
926(2.2)

777(1.9)

52(02)
548(1.3)

708 (1.6)

2,725(14)
247 (0.6)

235(0.5)

643 (1.1)
673(1.0)
1,228(1.0)

757 (1.0)

10 -1
72(19)
24(08)
36(28)
182(2.9)
82(12)
57(19)
25(19)
33(1.6)
246 (1.2)

108 (1.1)

_7.758

211,158

0.0
-5.6
=073
0.0
0.0

50.0%

47

0.0

0.0

0.0

100
0.0
-9.1%8

-9:1

20.8
<Al
-13.6

-17.4

91

-21.4
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Oklahoma 370(9.6) 277(7.2) -25.0% 67(1.7) 62(1.7) 0.0

Oregon 137(3.2) 150 (3.6) 12.5 59 (1.4) 70(1.7) 214
Rhode Island 70(6.7) 95(8.3) 23.9 24 (2.2) 30(24) 9.1
South Carolina 319(6.5) 322(6.5) 0.0 77 (1.6) 57(12) -25.0
Utah 367 (13.6) 357 (12.7) -6.6 47 (1.7) 45 (1.6) -5.9
Vermont 21(3.4) 25(3.9) 14.7 -t - Sl
Virginia 323(3.9) 276 (3.3) -15.458 105 (1.2) 67(0.8) -33.3%
Washington 288 (3.8) 261(3.5) 7.9 115 (1.5) 111(1.4) -6.7
West Virginia 363(20.2) 356(19.8) -20 35(2.0) 29(1.7) -15.0
Wisconsin 279 (4.8) 249 (4.3) -104 78 (1.4) 73(1.3) 7.1

States with good reporting (n=7)

Colorado 259 (4.6) 259 (4.5) 2.2 51(0.9) 34(0.6) -33.3
Georgia 388 (3.8) 435 (4.2) 10.5 124 (1.2) 115(1.1)  -8.3

IHlinois 253(1.9) 271(2.0) 5.3 106 (0.9) 99(08) -11.1
Minnesota 102(1.9) 125(2.2) 15.8 81(L6) 55(1.0) -37.5
Missouri 237 (4.0) 237 (3.9) -2.5 53(0.9) 62(1.0) 111
Ohio 618(5.4) 690 (6.1) 13.0% 107 (0.9) 109(1.0) 111
Tennessee 554(8.6) 643(9.7) 12.8% 71(1.1) 67(10) 9.1

Source: CDC. National Vital Statistics System, Mortality. CDC WONDER. Atlanta, GA: US Department of Health and Human Services, CDC; 2016.
https://wonder.cdec.gov/.

* Rates are for the number of deaths per 100,000 population. Age-adjusted death rates were calculated using the direct method and the 2000 standard
population. Deaths were classified using the International Classification of Diseases, Tenth Revision (ICD-10). Drug overdose deaths were identified using
underlying cause-of-death codes X40-X44,X60-X64, X85, and Y10-Y 14.

T Drug overdose deaths, as defined, that have natural and semisynthetic opioids (T40.2) as contributing causes.

5 Drug overdose deaths, as defined, that have methadone (T40.3) as a contributing cause.

TCategories of deaths are not exclusive because deaths might involve more than one drug. Summing categories will result in a number greater than the total
number of deaths in a year.

** Data for Hispanic ethnicity should be interpreted with caution; studies comparing Hispanic ethnicity on death certificates and on census surveys have
shown inconsistent reporting.

TT Analyses were limited to states meeting the following criteria. For states with very good to excellent reporting, 290% of drug overdose death certificates
mention at least one specific drugin 2014, with the change in percentage of drug overdose deaths mentioning at least one specific drug differing by <10
percentage points from 2014 to 2015. States with good reporting had 80% to <90% of drug overdose death certificates mention at least one specific drugin
2014, with the change in the percentage of drug overdose deaths mentioning at least one specific drug differing by <10 percentage points from 2014 to
2015. Rate comparisons between states should not be made because of variations in reporting across states.

55 Statistically significant at p<0.05 level. Gamma tests were used if the number of deaths was <100 in 2014 or 2015, and z-tests were used if the number of
deaths was 2100 in both 2014 and 2015.

T Cells with nine or fewer deaths are not reported, and rates based on <20 deaths are not considered reliable and not reported.

TABLE 2. Number and age-adjusted rate of drug overdose deaths* involving synthetic opioids other than methadonetand ~ returna Top
heroin,5T by sex, age group, race/ethnicity;* U.S. Census region, and selected statest? — United States, 2014 and 2015

Synthetic opioids other than methadone Heroin
2014 2015 2014 2015
Characteristic No.(Rate)  No.(Rate) % change inrate, 2014 to 2015 No. (Rate) No. (Rate) % change in rate, 2014 to 2015
Overall 5544(1.8) 9,580(3.1)  72.25 10,574 (3.4) 12,989(4.1) 20.6%
Sex
Male 3465(2.2) 6,560(4.2)  90.958 8,160(5.2)  9.881(6.3) 21.2%8
Female 2,079 (1.3) 3020(19)  46.2% 2,414(1.6)  3,108(20)  25.0%
Age group (yrs)
0-14 10 -1 14 -9 i _N N _T
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15-24 514(1.2)
25-34 1474 (3.4)
35-44 1264 (3.1)
45-54 1359(3.1)
55-64 742(1.9)
=265 181 (0.4)
Sex/Age group (yrs)

Male

15-24 376(1.7)
25-44 1,845 (4.4)
45-64 1,176 (2.9)
Female

15-24 138(0.6)
25-44 893(2.1)
45-64 925(2.2)
Race/Ethnicity™

White, non-Hispanic 4,685 (2.4)
Black, non-Hispanic 449 (1.1)
Hispanic 302 (0.6)

U.S. Census region of residence

Northeast 1,485(2.7)
Midwest 1,319 (2.0)
South 2,087 (1.8)
West 653(0.8)
Selected states’t

States with very good or excellent reporting (n = 21)

Alaska 14 -7
Connecticut 94 (2.7)
lowa 29(1.0)
Maine 62(5.2)
Maryland 230(3.8)
Massachusetts 453 (6.9)
Nevada 32(1.0)
New Hampshire 151(12.4)
New Mexico 66 (3.3)
New York 294 (1.4)
North Carolina 217(2.2)
Oklahoma 73(1.9)
Oregon 33(0.8)
Rhode Island 82(7.9)
South Carolina 110(2.3)
Utah 68 (2.5)

999 (2.3)

2,896 (6.6)
2,289 (5.6)
1,982 (4.6)
1,167 (2.9)

232(0.5)

718(3.2)
3,764 (8.9)

1,948 (4.7)

281(1.3)
1,421(3.4)

1,201 (2.8)

7,995 (4.2)
883(2.1)

524 (0.9)

3,071(5.6)
2,548 (3.9)
3,303 (2.8)

658 (0.9)

1479
211 (6.1)
44(15)
116 (9.9)
357 (5.8)
949 (14.4)
32(1.0)
285 (24.1)
42(2.1)
668(3.3)
300(3.1)
93(2.4)
34(0.9)
137 (13.2)
161(3.3)

62(2.3)

91.758
94.158
80.65
48.458
52.655

25.0%¢

88.25¢
102.358

65.5%8

116.75
61.9%

27.3%

75.0%%
90.958

50.05¢

107.4%
95.058
55.6%

1255

_TT

125.9%%
50.0
90.45
52.6%
108.75%
10.0
94.458
-36.4
135.7%8
40,95
26.3
12.5
67.15

4355

1452 (3.3)
3493 (8.0)
2398 (5.9)
2030 (4.7)
1064 (2.7)

136 (0.3)

1,079 (4.8)
4,566 (10.8)

2,397:(5.9)

373(1.7)
1,325(3.2)

697 (1.6)

8,253 (4.4)
1,044 (2.5)

1,049 (1.9)

2,755(5.1)
3,385(5.2)
2,733 (2.4)

1701(2.2)

25(3.3)
299 (8.9)
37(1.3)
38(3.1)
313(5.2)
469 (7.2)
64(2.2)
98 (8.1)
139(7.2)
825 (4.2)
266(2.8)
26(0.7)
124(3.2)
66 (6.8)
64(1.4)

110(3.8)

1,649(3.8)
4,292(9.7)
3,012(74)
2,439(5.6)
1,407(3.4)

184(04)

1,172(5.2)
5,602(13.2)

2,953(7.2)

477(2.2)
1,702 (4.0)

893(2.1)

10,050 (5.4)
1,310(3.1)

1,299(2.3)

3461(6.3)
3,959(6.1)
3722(32)

1,847(2.4)

37(4.7)
390(11.3)
45(1.6)
52(4.5)
405 (6.6)
634(9.6)
82(2.7)
78 (6.5)
156(8.1)
1,058 (5.4)
393(4.1)
36(1.0)
102(2.5)
45(4.3)
100(2.2)

127 (4.3)

15.2%
21.3%
2545
19:1%8
25,958

33.3%

8.3
2225

2205

29.4%8
25058

31.3%

22.7%%
24,0

L

2355
17.3%
33.3%

9,158

424
27.0%%
23.1
452
26.9%
33.3%
227
-19.8
12.5
28.6%
46,45
429

=219

57458

13.2
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Vermont 21(3.6) 33(5.6) 55.6 33(5.8) 33(58) 0.0

Virginia 176(21)  270(3.3) 57.1% 253 (3.1) 353(4.3) 38.7%
Washington 62 (0.8) 65(0.9) 125 289 (4.1) 303(4.2) 24
West Virginia 122(72)  217(127)  764% 163(9.8) 194(11.8) 204
Wisconsin 90 (1.6) 112(2.1) 313 270 (4.9) 287 (5.3) 8.2

States with good reporting (n = 7)

Colorado 80 (1.5) 64(1.2) -20.0 156 (2.9) 159 (2.8) -34
Georgia 174 (1.7) 284 (2.8) 64.758 153 (1.6) 222(2.2) 37.5%8
lllinois 127 (1.0) 278(2.2) 120.058 711(5.6) 844(6.7) 19.6%
Minnesota 44 (0.8) 55(1.0) 25.0 100(1.9) 115(2.2) 15.8
Missouri 109 (1.9) 183(3.1) 63.255 334(5.8) 303(5.3) -8.6
Ohio 590 (5.5) 1,234 (11.4) 107.3% 1,208(11.1)  1444(133) 19.8%
Tennessee 132(2.1)  251(4.0) 90.558 148 (2.3) 205(3.3) 43,5%

Source: CDC. National Vital Statistics System, Mortality. CDC WONDER. Atlanta, GA: US Department of Health and Human Services, CDC; 2016.
https://wonder.cde.gov/.

* Rates are for the number of deaths per 100,000 population. Age-adjusted death rates were calculated using the direct method and the 2000 standard
population. Deaths were classified using the International Classification of Diseases, Tenth Revision (ICD-10). Drug overdose deaths were identified using
underlying cause-of-death codes X40-X44,X60-X64, X85, and Y10-Y 14.

T Drug overdose deaths, as defined, that have synthetic opioids other than methadone (T40.4) as contributing causes.

§ Drug overdose deaths, as defined, that have heroin (T40.1) as a contributing cause.

n Categories of deaths are not exclusive because deaths might involve more than one drug. Summing categories will result in a number greater than the total
number of deaths in a year.

** Data for Hispanic ethnicity should be interpreted with caution; studies comparing Hispanic ethnicity on death cartificates and on census surveys have
shown inconsistent reporting.

T Analyses were limited to states meeting the following criteria. For states with very good to excellent reporting, 290% of drug overdose death certificates
mention at least one specific drugin 2014, with the change in percentage of drug overdose deaths mentioning at least one specific drug differing by <10
percentage points from 2014 to 2015. States with good reporting had 80% to <90% of drug overdose death certificates mention at least one specific drugin
2014, with the change in the percentage of drug overdose deaths mentioning at least one specific drug differing by <10 percentage points from 2014 to
2015. Rate comparisons between states should not be made because of variations in reporting across states.

55 Statistically significant at p<0.05 level. Gamma tests were used if the number of deaths was <100 in 2014 or 2015, and z-tests were used if the number of
deaths was 2100 in both 2014 and 2015.

T Cells with nine or fewer deaths are not reported, and rates based on <20 deaths are not considered reliable and not reported.
~Top

Suggested citation for this article: Rudd RA, Seth P, David F, Scholl L. Increases in Drug and Opioid-Involved Overdose Deaths — United States, 2010~
2015. MMWR Morb Mortal Wkly Rep 2016;65:1445-1452. DOL: http://dx.doi.org/10.15585/mmwr.mm655051el .

Use of trade names and commercial sources is for identification only and does not imply endorsement by the U.S. Department of Health and Human Services.
References to non-CDC sites on the Internet are provided as a service to MMWR readers and do not constitute or imply endorsement of these arganizations or their programs by CDC
or the U.S. Department of Health and Human Services. CDC is not responsible for the content of pages found at these sites. URL addresses listed in MMWR were current as of the date

of publication.

AllHTML versions of MMWR articles are generated from final proofs through an automated process. This conversion might result in character translation or format errors in the HTML

version, Users are referred to the electronic PDF version (https:/www.cdec.gov/mmwr) and/or the original MMWR paper copy for printable versions of official text, figures, and tables.

Questions or messages regarding errors in formatting should be addressed to mmwrg@cdc.gov.
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There is hope. Recovery is possible.
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Real Stories

Real Stories from real people who have shared their personal accounts about
dealing with prescription opioids.

About the Campaign
Real Stories

Save a Life

Recovery Is Possible

Get Informed

Campaign Britton, a United David used
Resources States Veteran, prescription opioids
struggled with after knee surgery.
NEWESEEEm prescription opioids He found hope and
following an injury support in recovery.
and shares his path
to recovery.
Get Email
Updates
To receive email
updates about I
this topic, enter Telelmisnsed
your email prescription opioids
address: Tessa took beginning at age 13

and shares its
impact on his life
and recovery.

prescription opioids
Email Address

this?

while pregnant. Her
children led her to
recovery.

/ y
IW (

Brenda shares her

Ann Marie is a

experiences with
addiction and the
toll it had on her life.

mother who lost her
22-year-old son,
Chris, to a
prescription opioid
overdose.
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Jeni shares how she
withdrew from her
culture because of
prescription opioids,
but reconnected
through recovery.

Stevi Rae struggled
with addiction after
a car crash and tells
how sharing her
story with other
Alaska Natives
helped.

Mike left school and
stopped playing
sports because he
"didn't understand
the dangers" of

prescription opioids.
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prescribed opioids
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Steve, to an everything to her Teresa lost her
overdose after he addiction. brother to an
suffered a back overdose. He

injury and began convinced people
misusing "he knew exactly
prescription opioids. what he was taking."

Noah lost his father
to prescription
opioids. He learned

that everyone knows
someone struggling
with addiction.

Related Pages CDC's Opioid Overdose
Website

Save a Life
Learn more about opioid misuse

Treatment and Recovery and overdose, data, and prevention
resources at CDC's Opioid

Goblrsisad Overdose website.
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Learn more about opioid data and resources.
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Updates
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About the Campaign

Campaign Overview

CDC's Rx Awareness campaign tells the

If you're struggling with prescription
opioids, there is hope. Recovery is possible.

stories of people whose lives were
impacted by prescription opioids. The
goals of the campaign are to increase
awareness that prescription opioids can
be addictive and dangerous, to

reinforce that help is available for those
suffering from an opioid use disorder,
and to encourage those struggling with
prescription opioids to visit the
campaign website to locate help and
resources. Rx Awareness launched in
2017 and focuses on adults ages 25-54
who have taken opioids for medical use
or have misused opioids at least once.

Expanding Messages and Reach

In 2019, CDC filmed and captured more real stories to add to the suite of campaign
materials. The new ads focus on audiences heavily impacted by the opioid overdose
epidemic, including pregnant women, veterans, younger adults (25-to-34-year-olds),
older adults (45-to-54-year-olds), and American Indians/Alaska Natives. State and
local health departments and community organizations can use the tested Rx
Awareness campaign materials and resources to launch campaigns, support local
prevention activities, and raise awareness about the risks of prescription opioids.

The goals of the campaign are to:

e Increase awareness that prescription opioids can be addictive and dangerous.
e Lower prescription opioid misuse.
e Increase the number of patients seeking nonopioid pain management options.

¢ Increase awareness about recovery and reduce stigma.

Campaign Trailer

Take Action and Help

The CDC Rx Awareness Executive

Summary B offers guidance and

<iinnart far imnlemantine tha

P-29829 _ 00376



B view Transcript © Low Resolution Video

U L U e e e

campaign and communicating
about the dangers of prescription
opioids. Use the resource to:

e Learn about available campaign
resources

e Share campaign materials in
your community

e Promote the campaign online, in
print, radio, and media

e Evaluate your efforts in raising
awareness of the opioid
overdose epidemic

About the Rx Awareness Campaign

Overview Fact Sheetm

CDCRx AWARENESS CAMPAIGN FACTSHEET

CDC's Rx Awareness
Campaign: Launch Metrics
]

fox AAARENESS HAS AN IMPR(T

Executive Summary

2017

ADDRESSING THE
PRESCRIPTION
OPIOID CRISIS

CDC's Rx Awareness
Campaign: Research and
Pilot Testing

(DCS Rx AWARENESS CAMPAIGN:
RESEARCH AND PILOT TESTING

PILOT RESULTS
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Related Pages

Real Stories

Prevent Prescription Opioid Overdose

Treatment and Recovery

Campaign Resources

Newsroom

Learn more about opioid data and resources.
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M Rx Awareness

Get Informed

About the Campaign

Real Stories Prescription Opioids: The Basics

Save a Life Prescription opioids can be used to treat moderate-to-severe pain and are often
prescribed following surgery or injury, or for health conditions such as cancer. The
Recovery Is Possible most commonly prescribed opioids include the following:

Get Informed * Hydrocodone

(Vicodin®)
Campaign e Oxycodone
Resources (OxyContin®,
Percocet®)
Newsroom e Oxymorphone
(Opana®)
e Morphine (Kadian®,
. Avinza®)
Get Email ,
e Codeine © Low Resolution Video
Updates e Fentanyl
To receive email * Hydromorphone
updates about * Tapentadol
this topic, enter e Methadone
your email
address:

When the Prescription Becomes the
Problem

What's :
Submit o o g
this? In recent years, there has been a dramatic increase in the acceptance and use of
prescription opioids for the treatment of chronic, non-cancer pain, such as back pain

Email Address

or osteoarthritis, despite serious risks and the lack of evidence about their long-term
effectiveness.

In addition to the serious risks of addiction,

abuse, and overdose, the use of prescription TakeActionto

s : Prevent Addiction
opioids can have a number of side effects,
even when taken as directed: Learn how to reduce risk.

e Tolerance—meaning you might need to
i . Know the Facts About Opioids
take more of the medication for the same a

PEOPLERIC f:5a5 Anvont can
EVERY DAY T o b Talk With Your Doctor

L —— Yourdoctor may ol o you bt

pain relief

¢ Physical dependence—meaning you have
symptoms of withdrawal when the

andsbeat Brainedlsect 1 apoid befors
sivilervion mansge pain

- . : It Only Takes a Little to Lose a Lot
mEd ication is StOpF’Ed Opidids can be Oplolds affect the part Combining oploids

addictiveand of the brain that ith alcohol and
danger, controls breathing. other drugs
Adsincuse W Moutaketoobioha e sepingpils

e Increased sensitivity to pain

P-29829 _ 00380



¢ Constipation

e Nausea, vomiting, and dry mouth

e Sleepiness and dizziness Prevent Addiction Fact Sheet

PDF
¢ Confusion [FDF]

s Depression

e Low levels of testosterone that can result in lower sex drive, energy, and
strength

e ltching and sweating

Overdose deaths involving prescription opioids were more than four times higher in
2018 than in 1999. In 2018, almost 32 percent of all U.S. opioid overdose deaths
involved a prescription opioid. Even though the number of overdose deaths
involving prescription opioids decreased in 2018, more than 232,000 people have
died in the United States from overdoses involving prescription opioids since 1999
Overdose is not the only risk related to prescription opioids. Anyone who takes
prescription opioids can become addicted to them.

Talk to Your Doctor

Talk to your doctor about ways to manage your pain that do not involve prescription
opioids. Some of these options may actually work better and have fewer risks and
side effects. Depending on the type of pain you are experiencing, options may
include:

¢ Acetaminophen (Tylenol®)

or ibuprofen (Advil®) k& Thereis a way out of
o ) - - addiction. You don't
e Cognitive behavioral have to do this alone.J§

therapy - a psychological,
goal-directed approach in
which patients learn how to

-David

modify physical, behavioral,
and emotional triggers of
pain and stress

e Exercise therapy, including physical therapy
e Medications for depression or for seizures
e Interventional therapies (injections)
e Exercise and weight loss
e Other therapies such as acupuncture and massage
Your health and safety are important. Start the conversation with your doctor

[PDF] and work together to set pain management goals and develop a treatment
plan that will help you. Follow-up if your pain is not resolving as quickly as expected.

If you are struggling, there is hope. Recovery is possible.

Related Pages Other Federal Resources

* Facts and Recommendations for Individuals

Save a Life

and Families [4 (Surgeon General)
Treatment and ¢ Mental Health and Addiction Insurance Help
Recovery 4 (HHS)

This site can help consumers solve insurance
Get Infoiried coverage issues related to mental health and

substance use disorders.

Campaign Materials
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Campaign Resources

Help us spread the word. CDC's Rx Awareness campaign offers a variety of materials
and resources you can share.

Video Fradio  Radio

e Signs, Billboards, and
Posters

u Twitter
Postcards

Spanish Language
Materials

Facebook

Fact Sheets and
Infographics

|- D+~ BT E:
;

Matte Articles and Blogs

Social Media Kit

Rt °CDC'5 Rx Awareness YouTube
playlist

It
N

Connect with us on Social

Media

Dt

°CDC'5 Opioids YouTube playlist

O@CDCIniurv: CDC Injury Center's
Twitter account

() @CDCgov: CDC's Twitter account

CDC Rx Awareness Social Media Kit
[PDF - 4MB]

ﬁCDC's Facebook page

@CDC’S Instagram

For questions about campaign resources or implementation, please contact us.
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Fact Sheets and Infographics

Below are Rx Awareness campaign fact sheets and infographics that can be

downloaded and used to understand campaign goals and activities.

Factsheets

l#.Rx Awareness

3011

campaign

ADDRESSING THE

PRESCRIPTION
factsheet cover St

The Overview
Fact Sheet

Executive
Summary._

Infographics

Ficne-
RxAwareness-
Infographic-
Launch
CDC's Rx
Awareness
Campaign:
Launch
Metrics
CDC's Rx
Awareness
Campaign:
Research and
Pilot Testing

Take Action to
Prevent Addiction

Take Action

Treatment
and Recovery
Fact Sheet
[PDF - 351
KB]
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The Rx Awareness campaign videos tell the real stories of people whose lives have

been negatively impacted by prescription opioid use and abuse.

View the Rx Awareness YouTube playlist.

Rx Awareness Campaign
Trailer

View Transcript @ Low Resolution
Video

About the Campaign

Ann Marie's Story

Ann Marie’'s Rx Aw... $

[

Rx Awareness Campaign
Teaser

tavy tbe lunlﬂ —t

B =

View Transcript © Low Resolution
Video

About the Campaign

Brenda's Story

View Transcript @ Low Resolution
Video

Learn more about Ann Marie

Britton's Story

Britton's Rx Aware... @

>

View Transcript © Low Resolution
Video

Learn more about Brenda

David's Story

David's Rx Awaren...

>
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Video Video

Learn more about Britton Learn more about David

Jeni's Story Judy's Story

Jeni's Rx Awarene... 3

>

View Transcript @ Low Resolution View Transcript © Low Resolution
Video Video

Learn more about Jeni Learn more about Judy
Mike's Story Noah's Story

E UD€ Noah's Rx Awaren...
>

View Transcript @ Low Resolution View Transcript @ Low Resolution
Video Video

Learn more about Mike Learn more about Noah
Stevi Rae's Story Tamera's Story

Stevi Rae's Rx Awa... 3 Tamera's Rx Awar...

> >

View Transcript @ Low Resolution View Transcript @ Low Resolution
Video Video

Learn more about Stevi Rae Learn more about Tamera
Tele's Story Teresa's Story
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View Transcript @ Low Resolution
Video

Learn more about Tele

Tessa's Story

Tessa's Rx Awaren... 3

>

View Transcript @ Low Resolution
Video

Tessa's Story

Related Pages

Campaign Resources

Radio

Online Ads

Signs and Billboards

Social Media
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View Transcript @ Low Resolution
Video

Learn more about Teresa

YouTube Playlist

View the Rx Awareness

YouTube playlist.

View the Playlist

Learn more about opioid data and resources.
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M Rx Awareness

Radio Spots

Rx Awareness campaign radio ads are stories from real people whose lives have
been directly impacted by prescription opioid. The files can be downloaded and
shared across social media platforms.

About the Campaign

Real Stories

Save a Life To save a sound file, right-mouse-click on the link and select “Save Target As ..." or
“Save Link As..."

Recovery Is Possible

Get Informed

Britton’s Radio Spot © [MP3]

Campaign
Resources Britton's Radio Spot Transcript B8 [PDF]
Newsroom
Learn More about Britton
Get Email
Updates

To receive email David's Radio Spot @ [MP3]

updates about
this topic, enter
your email

David's Radio Spot Transcript B [PDF]

address:

Learn More about David

Email Address

this?

Jeni's Radio Spot @ [MP3]

Jeni's Radio Spot Transcript B [PDF]

"

Learn More about Jeni

Tele's Radio Spot © [MP3]

Tele's Radio Spot Transcript I8 [PDF]
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Learn More about Tele

‘Dphoto o= Rae} Stevi Rae's Radio Spot © [MP3]

Stevi Rae's Radio Spot Transcript 8 [PDF]

Learn More about Stevi Rae

ml Tessa's Radio Spot @ [MP3]
[

Tessa's Radio Spot Transcript B8 [PDF]

Learn More about Tessa

. 1 Ann Marie's Radio Spot @ [MP3 - 477 KB]
FIPhoto. Ann Marie

Ann Marie's Radio Spot Transcript B8 [PDF - 98 KB]

Learn More about Ann Marie

Pﬁm&d Judy’'s Radio Spot © [MP3]

Judy’s Radio Spot Transcript E8 [PDF]

Learn More about Judy

@ Mike's Radio Spot. @ [MP3]

Mike’s Radio Spot Transcript I8 [PDF]

Learn More about Mike

PiPhoto: Noah Nezh's Radio Spot
photo: Nogh Moahsfadiaspor @ (MP)

Noah's Radio Spot Transcript B [PDF]

Learn More about Noah

F:Photo: Tamera 12mera’s Radio Spot © [MP3]
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Tamera's Radio Spot Transcript & [PDF]

Learn More about Tamera
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Learn more about opioid misuse

Video and overdose, data, and prevention
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Signs and Billboards
Social Media

Newsroom

Learn more about opioid data and resources.
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CDC - Opioid Overdose ~ Rx Awareness -~ Campaign Resources

M Rx Awareness

Signs, Billboards, and Posters

About the Campaign
Below are Rx Awareness campaign signs, billboards, and poster files that can be

. downloaded and used to help raise awareness about the risks of prescription
Real Stories

opioids.

Save a Life
Signs

Recovery Is Possible

Get Informed

Prescription opioids can be

and
Campaign It only takes a little to lose a lot.
Resources
‘ (é €0¢l | cdc.gov/RxAwareness
Video ==
Radio Sign 6x3 in & [PDF - 251 KB]
Ads

#.Rx_CDC_Lower-
Signs, Billboards, 48_Sign__THMB_600pxx300px
and Posters

Sign 6x3in [PDF - 2 MB]
Facebook

Twitter

Fact Sheets and
Infographics

Billboards

e Rx_CDC_Lower-

Postcards 48_Billboard_THMB_600pxx273px

Matte Articles and
Blogs

Billboard 22x10 in
[PDF - 285 KB]

Spanish Language

Materials
Newsroom
bQRx_CDC_AIAN_BiIIboard_THMB_GOOpx
X273px
Get Email Billboard 22x10 in I8 [PDF - 2 MB]
Updates

To receive emalil
updates about
this topic, enter

Posters

;L':RX_CDC_A|AN_SigI"I_TH|V| B_600pxx30
Opx

Sign 6x3in A [PDF - 386 KB]

lARX_CDC_Lower-
48_Sign_Blue_THMB_600pxx300px

Sign 6x3in [PDF -1 MB]

There is hope. Recovery is possible.

Visit cdc gowRAwareness to hear real stores abaut recovery from prescription opioids.

£ ¥ia

Billboard 22x10 in [PDF - 4 MB]
l=.Rx_CDC_Pill-Bottle-with-
Quotes_Billboard_THMB_600pxx279px

Billboard 22x10in & [PDF - 4 MB]
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address: Recovery is Possible. Recovery is Possible. e VT | ﬁ
. cdc.gov/RxAwareness as
Email Address Poster 12x24 in Poster 12x24 in
[PDF - 5 MB] [PDF - 409 KB] 5
' Poster 12x24 in I8
this? Poster 16 x20in HE [ h ]
[PDF -5 MB]
Related Pages CDC's Opioid Overdose
Website

Campaign Resources

Learn more about opioid misuse
and overdose, data, and prevention

Video
resources at CDC's Opioid
Radio Overdose website.
Online Ads
Social Media
Newsroom

=i earn more about opioid data and resources.
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Rx Awareness

M Rx Awareness

About the Campaign

Overdose

Real Stori

RSERAE Death from an opioid overdose
happens when too much of the drug
overwhelms the brain and interrupts

the body's natural drive to breathe.

Save a Life

Retoyery s Passble During an overdose, breathing can be

dangerously slowed or stopped, causing
brain damage or death. It's important to
recognize the signs B and act fast.

Get Informed

Campaign Signs include:
Resources
e Small, constricted “pinpoint pupils”
Newsroom e Falling asleep or loss of
consciousness
¢ Slow, shallow breathing
Get Email e Choking or gurgling sounds
Limp bod
Updates » SHRRORY

e Pale, blue, or cold skin

To receive email

updates about

this topic, enter
your email

It may be hard to tell if a person is high
or experiencing an overdose. If you
aren't sure, it's best to treat it like an

overdose— you could save a life.
address:

1. Call 911 immediately.
Email Address

2. Administer naloxone, if available.

3. Try to keep the person awake and
What's

breathing.
this?

4, Lay the person on their side to
prevent choking.

5. Stay with him or her until
emergency workers arrive.

O O ® &

Save a Life from Prescription Opioid

Start a Conversation with
Your Doctor

Make sure you know all the risks
and benefits of treatments and
how to reduce the risk of opioid
addiction and overdose.

e Make sure you're getting care
that is safe, effective, and right
for you. Talk with your doctor
about setting goals for your pain
management.

Talk with your doctor about
acute pain B , chronic pain ,
and how to avoid addiction I8 .
e Ask your doctor about non-
opioid options for treating pain,

including medications other
than opioids as well as
nonpharmacologic options, like
exercise.

Always let your doctor know
about any side effects or
concerns you may have.

If Prescribed Opioids, Practice

Responsible Use

¢ Never take prescription opioids in greater amounts or more often than

prescribed.

e Always let your doctor know about any side effects or concerns you may

have about your medications.

¢ Avoid taking opioids with alcohol and other substances or medications. It is

vinnr Adanaaraiie fa cammhina Aninide

rmith Atharv dAriiae AcnarcialhithAaca that

P-29829 _ 00402



VEIY UGIESIUUD LU LUTTIVITIS URIVIUD WILLT UL Ul UED, SICLidily LUIudT uiat

cause drowsiness:

» Benzodiazepines (such as Xanax® and Valium®)
= Muscle relaxants (such as Soma® or Flexeril®)
= Hypnotics (such as Ambien® or Lunesta®)

» Other prescription opioids

e Do not share or sell your prescription opioids.

¢ Keep medicines in a safe and secure place. Store opioids in a place that is
locked, like a keyed medicine cabinet or drawer, to keep them secure from
children, family, friends, and visitors.

e Properly discard expired or unused prescription opioids. Remove them from
your home as soon as possible to reduce the chances of misuse. To get rid of
prescription opioids and other medications safely:

= Find a medicine take-back option near you: TakeBackDay.DEA.gov
Es

= Check with your pharmacist to see if you can return unused
medication to the pharmacy.

Help a Person Who May be Struggling with
Addiction

¢ If you or someone close to you needs help
for a substance use disorder, talk to your
doctor or call SAMHSA’s National Helpline at 1-800-662-HELP or go to SAMHSA's
Behavioral Health Treatment Services Locator [4 .

Eknow the Signs. Save a Life.

¢ Learn about naloxone [, a life-saving drug that can reverse the effects of an
opioid overdose when administered in time.
o Find out more about naloxone laws and naloxone access in your state [4 .

e Good Samaritan Laws [4 in your state protect overdose victims and people
seeking medical help for an overdose victim from drug possession charges.

e Explore resources available to help with overdose prevention.

Learn More Related Pages
CDC Opioid Overdose Tip Card Save a Life
CDC Feature: Talk to Your Doctor Treatment and Recovery

About Managing Your Pain
Get Informed
CDC's Up and Away [4 public
education campaign Campaign Materials

Food and Drug Administration
(FDA) Remove the Risk [4 toolkit

Drug Enforcement Agency (DEA)
Secure Your Meds [4 campaign

l. Learn more about opioid data and resources.
[ www.cdc.gov ]
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Talk to Your Doctor About Managing
Your Pain

You and your
doctor both play
arole in finding
the best way to
manage your
pain.

Doctors
prescribe
opioids - like
hydrocodone,
oxycodone, and

morphine - to
treat moderate to severe pain. Opioids are often prescribed following a surgery
or injury or for certain health conditions. These medications carry serious risks
of addiction and overdose, especially with prolonged use.

Some patients may experience negative side effects like the ones listed below,
even when they take their opioid medication as directed:

¢ Tolerance—meaning you might need to take more of a medication for the
same pain relief

¢ Physical dependence—meaning you have symptoms of withdrawal when a
medication is stopped

* Increased sensitivity to pain

* Nausea, vomiting, and dry mouth

¢ Confusion

¢ Sleepiness and dizziness

e Depression

¢ |tching and sweating
While opioids can be an important part of treatment, they also come with
serious risks. That is why it is important to work with your doctor to make sure

you are getting the safest, most effective care. A simple conversation with your
doctor can help prevent opioid addiction and overdose.

The Dangers of Prescription (Rx)
Opioids

Opioids can be dangerous, and anyone can P e Vi

become addicted. Studies have shown that even
just three days of opioid treatment can increase

Facts about Opioid
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Prescription Drug
Overdose

Traumatic Brain
Injury

Violence
Prevention

the likelihood of chronic opioid use.! It only takes
a little to lose a lot. Risks include misuse, abuse,
opioid use disorder (addiction), and overdose.

Opioids affect the part of the brain that controls
breathing. If you take a dosage that is too high, it
can slow your breathing and cause death.

Combining opioids with alcohol or certain other
drugs - like benzodiazepines (Xanax or Valium),
sleep aids, muscle relaxants, hypnotics (Ambien or
Lunesta), and other prescription opioids -
increases your risk of overdose and death.2

Start a Conversation with Your
Doctor about Prescription (Rx)
Opioids

You can help prevent prescription opioid misuse
by first starting a conversation with your doctor.
Protect yourself, loved ones, and others by talking
about your questions and concerns regarding
opioid medications.

e Ask about the risks and benefits of prescription
opioids, so you and your doctor can together
decide what's best.

e Ask your doctor about non-opioid options for
pain relief.

e Let your doctor know about any other
medications you take.

Misuse & Overdose

¢ 10 million
Americans (age
12+) reported
misusing opioids
in 2018.3

s Most of the
opioid misuse
from the past
year is from
prescription
opioids,
specifically 9.9
million people.®

Treatment Support

Call SAMHSA's
National Helpline:
1-800-622-HELP.

See SAMHSA's

Opioid Treatment
Program Directory
[% and
FindTreatment.gov
[4 for quality
treatment centers in

your state.

Tips to Reduce the Risk of Prescription (Rx) Opioid

Addiction

¢ Do not share medication with others. Only take prescription medication that

is prescribed to you.

* Take medication as directed by your doctor. Never take opioids in greater

amounts or more often than prescribed.

* Keep medicines in a safe and secure place. It's best to store opiocids in a
place that is locked, like a keyed medicine cabinet or drawer, to keep them

secure from children, family, friends, and visitors.

e Properly discard expired or unused prescription opioids. Remove them from
your home as soon as possible to reduce the chances of misuse. To get rid of

prescription opioids and other medications safely:

o Find a medicine take-back option near you: TakeBackDay.DEA.gov; [4

o Check with your pharmacist to see if you can return unused medication

to the pharmacy.

More Information

e Rx Awareness Campaign

e Rx Awareness - Real Stories

e Prescription Opioids

e Opioid Information for Patients
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® Prevent Prescription Opioid Overdose

e Opioid Prescribing Vital Signs
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Prescription Opioids

Prescription opioids can be used to treat moderate-to- On This Page
severe pain and are often prescribed following

surgery or injury, or for health conditions such as When the Prescription
cancer. In recent years, there has been a dramatic Becomes the Problem

increase in the acceptance and use of prescription
Addiction and

opioids for the treatment of chronic, non-cancer pain,
Overdose

such as back pain or osteoarthritis, despite serious
risks and the lack of evidence about their long-term

. Side Effects
effectiveness.

Resources

When the Prescription Becomes the
Problem

e More than 191 million opioid prescriptions were dispensed to American
patients in 2017—with wide variation across states.!

e There is a wide variation of opioid prescription rates across states. Health care
providers in the highest prescribing state, Alabama, wrote almost three times
as many of these prescriptions per person as those in the lowest prescribing
state, Hawaii.’

e Studies suggest that regional variation in use of prescription opioids cannot be
explained by the underlying health status of the population.?

® The most common drugs involved in prescription opioid overdose deaths
include:

o Methadone
o Oxycodone (such as OxyContin®)

o Hydrocodone (such as Vicodin®)?

To reverse this epidemic, we need to improve the way we treat pain. We must
prevent abuse, addiction, and overdose before they start.

Addiction and Overdose

Anyone who takes prescription opioids can become addicted to them. In fact, as
many as one in four patients receiving long-term opioid therapy in a primary care
setting struggles with opioid addiction.*>® Once addicted, it can be hard to stop. In
2016, more than 11.5 million Americans reported misusing prescription opioids in
the past year.!

Taking too many prescription opioids can stop a person's breathing—leading to
death.
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Benzodiazepines are central nervous system depressants used to sedate, induce
sleep, prevent seizures, and relieve anxiety. Examples include alprazolam (Xanax®),
diazepam (Valium®), and lorazepam (Ativan®). Avoid taking benzodiazepines while
taking prescription opioids whenever possible.

Side Effects

In addition to the serious risks of addiction, abuse, and overdose, the use of
prescription opioids can have a number of side effects, even when taken as directed:

e Tolerance—meaning you might need to take more of the medication for the
same pain relief

e Physical dependence—meaning you have symptoms of withdrawal when the
medication is stopped

e Increased sensitivity to pain

e Constipation

e Nausea, vomiting, and dry mouth
e Sleepiness and dizziness

e Confusion

e Depression

e Low levels of testosterone that can result in lower sex drive, energy, and
strength

e ltching and sweating

Related Pages

Opioid Basics
Understanding the Epidemic
Data Overview

Information for Patients

Overdose Prevention
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Learn what can be done about overdose and related harms.
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About CDC's Opioid Prescribing

Opioid Basics Guideline
Data

Improving the way opioids are prescribed through On this page
Overdose ini i ideli i

: clinical practice guidelines can ensure patients This Nesd

Prevention have access to safer, more effective chronic pain

treatment while reducing the number of people EuidsTine Buariio
Information for who misuse or overdose from these drugs.
Patients

MME for C |

CDC developed and published the CDC Guideline Prescr%redocr;:)rir;ci)gsy

Healthcare for Prescribing Opioids for Chronic Pain to

Providers & Systems provide recommendations for the prescribing of

opioid pain medication for patients 18 and older
State InforiEtion in primary care settings. Recommendations focus
on the use of opioids in treating chronic pain
T — (pain lasting longer than 3 months or past the
time of normal tissue healing) outside of active

Features
cancer treatment, palliative care, and end-of-life
care.

Resource Center
The Need

Get Email Improving the way opioids are prescribed \ o
through clinical practice guidelines can e ‘
Updates ) 11.5 million people

ensure patients have access to safer, more reported misuse of ™

prescription pain

effective chronic pain treatment while S
T6 fecaivearisil . . o . medicine in 2016.
reducing the risk of opioid use disorder,

www.cdc.gov)

updates about overdose, and death. More than 11.5 million
this topic, enter Americans, aged 12 or older, reported misusing prescription opioids in 2016."
your email
address: * An estimated 11% of adults experience daily pain

* Millions of Americans are treated with prescription opioids for chronic pain

Email Address ; : ; -
s Primary care providers are concerned about patient addiction and report

insufficient training in prescribing opioids

Guideline Overview

The CDC Guideline addresses patient-centered
clinical practices including conducting thorough

Prescripti ioid - ;
it assessments, considering all possible treatments,

closely monitoring risks, and safely discontinuing
opioids. The three main focus areas in the

Guideline include:

1. Determining when to initiate or continue
opioids for chronic pain Read the full CBC
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o Selection of non-pharmacologic therapy, Guideline for

nonopioid pharmacologic therapy, opioid Prescribing Opioids
therapy for Chronic Pain

o Establishment of treatment goals [BDF - 725 KB]

o Discussion of risks and benefits of therapy
with patients

2. Opioid selection, dosage, duration, follow-up,
and discontinuation
o Selection of immediate-release or

extended-release and long-acting opioids
Dosage considerations
Duration of treatment

Considerations for follow-up and
discontinuation of opioid therapy

3. Assessing risk and addressing harms of opioid
use

o Evaluation of risk factors for opioid-
related harms and ways to mitigate

patient risk

Review of prescription drug monitoring
program (PDMP) data

Use of urine drug testing

Considerations for co-prescribing
benzodiazepines

Arrangement of treatment for opioid use

disorder
Calculating the total daily dose of
MME for Commonly . S—
i s opioids helps identify patients who may
Prescribed OpIOIdS benefit from closer monitoring,
. . reduction or tapering of opioids,
Opioid Conversion Factor .
prescribing of naloxone, or other
measures to reduce risk of overdose.
Codeine 0.15
To determine dose in MMEs, multiply
Fentanyl 2.4 the dose for each opioid by the
transdermal (in conversion factor. For example, tablets
mcg/hr) containing hydrocodone 5 mg and
acetaminophen 300 mg taken four
Hydrocodone 1 times a day would contain a total of 20
mg of hydrocodone daily, equivalent to
Hydromorphone 4 20 MME daily; extended-release tablets
containing oxycodone 10mg and taken
Methadone: 1- 4 twice a day would contain a total of
20 mg/day 20mg of oxycodone daily, equivalent to
30 MME daily.
Methadone: 21- 8
4Oe a/done 1. All doses should be in mg/day,
e except for fentanyl which should
be in mcg/hr, before multiplying b
Methadone: 41- 10 g : o
the conversion factor.
60 mg/day
2. Equianalgesic dose conversions
Methisdoiia: 12 are only estimates and cannot

>61-80 mg/day

Morphine

account for individual variability in
genetics and pharmacokinetics.

. Do not use the calculated dose in
MMEs to determine the doses to

timmaardhmim mmmi A AmiaiA Ea
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another; when converting opioids

Oxymorphone 3 the new opioid is typically dosed at
substantially lower than the
Tapentadol® 0.4 calculated MME dose to avoid
accidental overdose due to
tTapentadol is a mu receptor agonist and incomplete cross-tolerance and
norepinephrine reuptake inhibitor. MMEs are individual variability in opioid

based on degree of mu-receptor agonist activity,

e ) ) ) pharmacokinetics.
but it is unknown if this drug is associated with

overdose in the same dose-dependent manner as 4. Use particular caution with
observed with medications that are solely mu methadone dose conversions
receptor agonists.

because the conversion factor
increases at higher doses.

5. Use particular caution with
fentanyl since it is dosed in mcg/hr
instead of mg/day, and its
absorption is affected by heat and
other factors.

SOURCE: Adapted from Von Korff M, Saunders K, Thomas Ray G, et al. De facto long-
term opioid therapy for noncancer pain. Clin J Pain. 2008 Jul-Aug; 24(6):521-527 and
Washington State interagency guideline on prescribing opioids for pain; 2015.

For clinical guidance on dosage of opioids for treatment of chronic pain, please
see these resources:

o MMWR: CDC Guideline for Prescribing Opioids for Chronic Pain

® Factsheet: Calculating Total Daily Dose of Opioids for Safer Dosage
e Mobile App: CDC Opioid Guideline

Additional clinical guidance, including opioid prescribing for acute pain, may be
available through manufacturers’ full prescribing information [4 or consultation

with other clinicians with expertise and experience in pain management.
Conversion factors for drugs prescribed or provided as part of medication-
assisted treatment for opioid use disorder should not be used to benchmark
against MME dosage thresholds meant for opioids prescribed for pain.
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HAVE QUESTIONS?

Interactive Training Series

This interactive, web-based training

features self-paced learning, case-
based content, knowledge checks,
and integrated resources to help
healthcare providers gain a deeper
understanding of the CDC
Guideline for Prescribing Opioids
for Chronic Pain. Find tips on
implementing the Guideline in
primary care practice and
overcoming challenges. Earn free
CE.

More

Advanced Search

Opioid Overdose
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Training for Providers

COCA Call Webinar Series

Learn about applying the CDC
Guideline for Prescribing Opioids
for Chronic Painin primary care
practice settings. This webinar
series comes from CDC and
University of Washington experts.
Watch archived webinars which
include slides, real case examples,
and question-and-answer sessions.
Earn free CE.

More

Coordinating Responses to Opioid Overdoses

Coordinating Clinical and Public Health Responses to Opioid Overdoses Treated
in Emergency Departments: a joint Vital Signs Town Hall and COCA webinar.
Speakers included the U.S. Surgeon General, Acting CDC Director, CDC Vital
Signs MMWR author, and experts from Rhode Island. CE credit can be earned by
participating through the archived recording and related resources, available

on demand.
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Welcome to FENTORA.com

For breakthrough pain in opioid tolerant patients with cancer

® Find out more about breakthrough pain
® Learn how FENTORA works
® Stay SECURE with FENTORA

ister for Updates » Important téegms
{) Breakthrough pain in patients with cancer
) About FENTORA . .
{) Safe use, storage, and disposal Dally Pain lOurnal
For caregivers
{) Staying SECURE with FENTORA
Reimbursement resources

{2 Educational resources

Many patients with chronic cancer pain experience breakthrough pain — sudden flares of intense pain that usually come on fast
and strike without warning — in addition to their all-day pain.

If you or someone you love suffers from breakthrough pain, FENTORA may be an appropriate treatment option.

FENTORA is used to treat breakthrough pain in adult patients with cancer (18 years of age and older) who are regularly
using other opioid pain medicines around-the-clock for their constant cancer pain.

Here, you can find useful information about FENTORA — what it is, how to take it, important safety information, and more.

IMPORTANT:

1. Do not use FENTORA unless you are regularly using other opioid pain medicines around-the-clock for your constant cancer
pain and your body is used to these medicines.

2. Keep FENTORA in a safe place away from children. Accidental use by a child is a medical emergency and can result in death.
If a child accidentally takes FENTORA, get emergency help right away.

Read the Medication Guide that comes with FENTORA before you start taking it and each time you get a new prescription.
There may be new information. This Medication Guide does not take the place of talking to your doctor about your medical condition
or your treatment. Share this important information with members of your household.

The most important information you should know about FENTORA is:

1. FENTORA can cause life-threatening breathing problems which can lead to death:

= If you are not regularly using other opioid pain medicines around-the-clock for your constant cancer pain and your body is
not used to these medicines. This means that you are not opioid tolerant

= If you do not use it exactly as prescribed by your doctor

2. Your doctor will prescribe a starting dose of FENTORA that is different than other fentanyl containing medicines you may have
been taking. Do not substitute FENTORA for other fentanyl medicines, including Actiq®, without talking with your doctor.

O
' Important terms | Register for updates | Site map | Medication Guide

ﬂ Cephalon Terms and Conditions | Privacy Policy | About the site | Contact us | About Cephalon

deliver moreZ” ©2008 Cephalon, Inc. All rights reserved.
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» Types of breakthrough pain
» Describing breakthrough pain
» Personal Pain Assessment

» Preparing for your doctor visit

= FAQ: Breakthrough pain

© About FENTORA
o Safe use, storage,
and disposal

O For caregivers
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O Reimbursement resources
) Educational resources

Preparing for Your
Doctor Visit

Get tips from Dr. Leal about
what to do hefore you go to
see your doctor.

© PLAYVIDED

Personal Pain
Assessment

Answer a few questions to help
you and your doctor better
understand your pain and how
to treat it.

Making Pain Talk
Painless

Learn different terms for types
of pain, common medicines,

and potential side effects
related to pain medicines.
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» Hmportant terms

Breakthrough pain in patients with cancer
What is chronic pain? : W\l

Chronic pain is pain that lasts for more than 3 months. Chronic pain often has 2 parts: persistent pain and
breakthrough pain. i

What is persistent pain?

Persistent pain is constant (around-the-clock) pain. Your doctor can give you an around-the-clock opioid
pain medicine to control your persistent pain.

What is breakthrough pain?

Breakthrough pain is sudden pain that "breaks through" your around-the-clock opioid pain medicine.
Breakthrough pain is commonly associated with sudden onset. Itis an intense flare or spike of pain on top
of otherwise stable pain. Breakthrough pain is one part of chronic pain experienced by many patients with
cancer.

=]

The importance of treatment for breakthrough pain

Even if your around-the-clock opioid medicine controls your persistent pain most of the time, you can still
experience sudden flares of moderate-to-severe breakthrough pain. Breakthrough pain can strike
suddenly and without warning in many cases. The pain can become severe in minutes. Left untreated,
breakthrough pain may impact your ability to function.

FENTORA is used to treat breakthrough pain in adult patients with cancer (18 years of age and
older) who are regularly using other opioid pain medicines around-the-clock for their constant
cancer pain.

Click here for more information about FENTORA.

IMPORTANT:

1. Do not use FENTORA unless you are regularly using other opioid pain medicines
around-the-clock for your constant cancer pain and your body is used to these
medicines.

2. Keep FENTORA in a safe place away from children. Accidental use by a child is a

medical emergency and can result in death. If a child accidentally takes FENTORA,
get emergency help right away.

Read the Medication Guide that comes with FENTORA before you start taking it and each time you
get a new prescription. There may be new information. This Medication Guide does not take the place
of talking to your doctor about your medical condition or your treatment. Share this important
information with members of your household.

The most important information you should know about FENTORA is:

1. FENTORA can cause life-threatening breathing problems which can lead to death:

= |If you are not regularly using other opioid pain medicines around-the-clock for
your constant cancer pain and your body is not used to these medicines. This
means that you are not opioid tolerant

= If you do not use it exactly as prescribed by your doctor

2. Your doctor will prescribe a starting dose of FENTORA that is different than other
fentanyl containing medicines you may have been taking. Do not substitute FENTORA
for other fentanyl medicines, including Actiq®, without talking with your doctor.

. Important terms | Register for updates | Site map | Medication Guide

Terms and Conditions | Privacy Policy | About the site | Contact us | About Cephalon

©2008 Cephalon, Inc. All rights reserved.
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» tmportant te
- Breakthrough pain in patients

About FENTORA

What is FENTORA
,Using FENTORA

5Side effects of FENTORA FENTORA is an opioid pain medicine used to treat breakthrough pain in adult patients with cancer (18
t:‘.ﬂFAé. About FENTORA years of age and older) who are regularly using other opioid pain medicines around-the-clock for their
= constant cancer pain. FENTORA is started only after you have been taking other opioid pain medicines

and your body has gotten used to them (you are opioid tolerant). Being opioid tolerant means that you are
taking other opioid pain medicines and your body has gotten used to them, so you are at reduced risk for

0o Safe use, storage,
and disposal

) For caregivers serious breathing problems. Do not use FENTORA if you are not opioid tolerant.
B ALy Ll
0 Staying SECURE with You must stay under your doctor's care while taking FENTORA.

FENTORA

B Bolenle e et mar e FENTORA must not be used for short-term pain from injuries, surgery, and headaches, including
) Reimbursement resources migraines;
{) Educational resources

Continue to use your around-the-clock opioid while you are using FENTORA

Pre pari ng .fOI' Your » FENTORA must only be used if you are regularly using other opioid pain medicines s
DOCtOI’ Vlslt is used to these medicines (your body is "opioid tolerant")

St it cabod: » Never stop using your around-the-clock opioid pain medicine while you are using Fi
what to do before you go to ithout talking t oot

see your doctor. without talking to your doctor

© PLAY VIDE(

» Never use FENTORA for the treatment of short-term pain from injuries, surgery, or
———————————— headaches/migraines

| Daily Pain Journal

N C RA
Keep track of your pain and the
medicine you take to get relief.

|#-Download Journal

IMPORTANT.
. . 1. Do not use FENTORA unless you are regularly using other opioid pain medicines
Maki ng Pain Talk around-the-clock for your constant cancer pain and your body is used to these
Painless medicines.

2. Keep FENTORA in a safe place away from children. Accidental use by a child is a
medical emergency and can result in death. If a child accidentally takes FENTORA,
get emergency help right away.

Learn different terms for types
of pain, common medicines,
and potential side effects
related to pain medicines.

o

Read the Medication Guide that comes with FENTORA before you start taking it and each time you
get a new prescription. There may be new information. This Medication Guide does not take the place
of talking to your doctor about your medical condition or your treatment. Share this important
information with members of your household.

The most important information you should know about FENTORA is:

1. FENTORA can cause life-threatening breathing problems which can lead to death:

= If you are not regularly using other opioid pain medicines around-the-clock for
your constant cancer pain and your body is not used to these medicines. This
means that you are not opioid tolerant

= |f you do not use it exactly as prescribed by your doctor

2. Your doctor will prescribe a starting dose of FENTORA that is different than other
fentanyl containing medicines you may have been taking. Do not substitute FENTORA
for other fentanyl medicines, including Actiq®, without talking with your doctor.

u cEphalon Terms and Conditions | Privacy Policy | About the site | Contact us | About Cephalon

deliver moreZ

| Site map | Medication Guide

©2008 Cephalon, Inc. All rights reserved

P-29829 _ 00426



https://web.archive.org/web/20080709014918/http://www.fentora.com/1300-safe-use-storage-
disposal.aspx

P-29829 _ 00427



iwrerner arcnive | hitpi//www.fentora.com/1300-safe-use-storage-disposal.aspx |[Go | APR BLll FEB B®Q

WaRRSEAMACNE 12 capures | M 09 Lg KO
a |

11 Apr 2008 - 14 Feb 2009 [l 2008 s ¥ About this capture

= ¥ 2N
T ENITURA
fen[any!bufca/[abiet@ updates » hmportant terms
™ Breakthrough pain in
patients with caneey Safe use, storage, and disposal
About FENTORA

isposal Click on the links below for more information.

[#.Safe use
-Safe use

. Staying SECURE with | Storage
—LENTORR [,-Disposal

) Reimbursement resources  [-staying SECURE with FENTORA
{) Educational resources

Preparing for Your
Doctor Visit

Get tips from Dr. Leal about
what to do before you go to
see your doctor,

=%

Personal Pain

Safe use
Assessment
" What to tell your doctor before starting FENTORA
Answer a few questions to help
you and your doctor better Tell your doctor about all medical and mental problems, especially the following:
understand your pain and how
to treat it. « Trouble breathing or lung problems such as asthma, wheezing, or shortness of breath
O pov » Ahead injury or brain problem
By, NN « Liver or kidney problems

» Seizures (convulsions or fits)

« Slow heart rate or other heart problems
Making Pain Talk « Low blood pressure

. « Mental problems including major depression or hallucinations (seeing or hearing things that are
Painless not there)
. « A past or present drinking problem or alcoholism, or a family history of this problem

L??”] (jlﬁereni terms ‘f_o_r ‘VP?S » A past or present drug abuse or addiction problem, or a family history of this problem
and potential side effects Tell your doctor if you are
related to pain medicines.
O e » Pregnant or planning to become pregnant. FENTORA may harm your unborn baby

+ Breast-feeding. Fentanyl passes through breast milk, and it may cause serious harm to your baby.
Therefore, you should not use FENTORA while breast-feeding

Using medicines other than your pain medicine, and herbal products while taking FENTORA
Do not start any new prescription medicine, nonprescription medicine, vitamins, or herbal supplements
while using FENTORA until you have talked with your doctor. Your doctor will tell you if it is safe to take
other medicines while you are using FENTORA.
Tell your doctor about all the medicines you take, including

» Prescription and nonprescription medicines

« Vitamins

» Herbal supplements

Avoid alcohol

You should avoid alcoholic beverages while using FENTORA. Drinking alcohol can produce dangerous
side effects, resulting in serious injury or death.

Do not take FENTORA if you

» Are not already taking other opioid pain medicines for your persistent cancer pain

» Only have short-term pain from injuries, surgery, or headaches/migraines

» Are allergic to anything in FENTORA. The active ingredient in FENTORA is fentanyl. The other
ingredients are mannitol, sodium starch glycolate, sodium bicarbonate, sodium carbonate, citric
acid, and magnesium stearate

» Have not been prescribed FENTORA

What to do if someone else takes your FENTORA

Call 911 or call emergency help immediately.

Are pain medicines addictive?

Addiction is a chronic disease that is characterized by one or more of the following: impaired control over
drug use, compulsive use, continued use despite harm, and craving of a medicine. Addiction rarely occurs
when you take medicine under your doctor's supervision.

There is a chance you could get addicted to FENTORA. The chance is higher if you are or were ever
addicted to other medicines, street drugs, or alcohol, or if you abused them. The chance is also higher if
you have a history of mental problems. Talk with your doctor about the risk of addiction.

You can develop "physical dependence” on an opioid. This means that stopping the opioid suddenly
mak