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CORE:

Collaborative for REMS Education

On July 9, 2012, the Founded in June, 2010, the

Food and Drug Collaborative on REMSEducation
Administration (FDA) (CO*RE, amulti disciplinary team of
approved a Risk 10 partners and 3 cooperating
Evaluation and organizations, has designeda core
Mitigation Strategy curriculum based on needs assessment,
(REMS) for extended practice gaps, clinical competencies,
release (ER) and long and learner selfassessment tomeet
acting (LA) opioid the requirements of the FDA
medications. REMSBIueprint.

WWW.core-rems.org
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Products Coveredby this REMS

Brand Name Products Generic Products

A Avinza® morphine sulfate ER capsules A Fentanyl ER transdermal

A Butrans® buprenorphine transdermal system systems

A Dolophine® methadone hydrochloride tablets A L\Aglthtadone hydrochloride
ablets

A Duragesic® fentanyl transdermal system _
A Methadone hydrochloride

A *Embeda® morphine sulfate/naltrexone ER capsules oral concentrate

A Exalgd® hydromorphone hydrochloride ER tablets A Methadone hydrochloride

A Kadiar® morphine sulfate ER capsules oral solution

A Methadose™ methadone hydrochloride tablets A Morphine sulfate

A MS Contin® morphine sulfate CR tablets ERtablets

A Nucynta® ER tapentadol ER tablets A Morphine sulfate
ERcapsules

A Opana® ER oxymorphone hydrochloride ER tablets _
_ _ A Oxycodone hydrochloride
A OxyContin® oxycodone hydrochloride CR tablets ER tablets

A APalladone® hydromorphone hydrochloride
ERcapsules

* Not currently available due to voluntary recall (still approved);
A No longer marketed (still approved )

FDA. Blueprint for Prescriber Education for Extendétélease and LongActing Opioid Analgesic8-28-2012.www.fda.gov/

downloads/Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/UCM311290.pdf . . A" , ’
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http://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/UCM311290.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/UCM311290.pdf

Heads Up: Zohydro

Not yet officially included in FDA Blue Print
Release approved by FDA in Fall, 2013
Release set for March, 2014 though many seek to block its release

Concerns revolve around

A Potential misuse asZohydro contains five times the amount of
hydrocodone found in IR

A Zohydro does not have built in abuse deterrence mechanism
A Stay tuned.

o o Do o
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WHY PRESCRIBER EDUCATION
IS IMPORTANT

Introduction




Prescribers of ER/LA
Opioids Should Balance:

The benefits The risks
of prescribing of serious
ER/LA opioids adverse

to treat pain outcomes
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Opioid Misuse/Abuse Is a Major
Public Health Problem

Improper use of any opioid can result in serious AEs
Including overdose & death

This risk can be greater w/ ER/LA opioids

ER opioid dosage units contain more Methadone is a potent opioid with

opioid than IR formulations a long, highly variable half-life

In 2011 In 2010

34.2 million Americans age 425 247 ED visits involved

DLz n a d used an nonmedical use of opioids
nonmedical use some AMethadone involved in 30% of

time in their life prescription opioid deaths

SAMHSA. (2012)Results from the 2011 National Survey on Drug Use and Health: Summary of National Finding8ISDUH Series H44, HHS Publication No. (SMA) 124713. Rockville,
MD. SAMHSA. (2012)The DAWN Report: Highlights of the 2010 Drug Abuse Warning Network (DAWN) Findings on DruBelated Emergency Department VisitsRockville, MD. CDC
CDC Vital SignsPrescription Painkiller Overdoses. Use and abuse of methadone as a painkill@012. FDAQuestions and Answers: FDA approves a Risk Evaluation and Mitigation
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http://www.fda.gov/Drugs/DrugSafety/InformationbyDrugClass/ucm309742.htm

In 2009

39,147 Americans

DIED FROM DRUG POISONINGS
Nearly 14,800Deaths involved prescriptions opioids

130

For every 1 10 treatment 32 ED visits  people who 825

death there  admissions for  for misuse or abused or Nonmedical
are: abuse abuse are addicted users

Kochanek KD, et al. National Vital Statistics Report 2011;60:1-117. CDC Vital Signs. Prescription Painkiller Overdoses. Use and abuse of methadone as a painkiller.

2012. Warner M, et al. Drug poisoning deaths in the United States, 1980-2008. NCHS data brief, no 81. Hyattsville, MD: National Center for Health Statistics. 2011.

National Center for Injury Prevention and Control. Division of Unintentional Injury Prevention. Policy Impact. Prescription Painkiller Overdoses. Nov 2011. q
®
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First- Time Use of Specific Drugs
Among Persons AgeO 12 (2011)
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SAMHSA. (2012)Results from the 2011 National Survey on Drug Use and Health: Summary of National Finding8ISDUH Series H44,
HHS Publication No. (SMA) 124713. Rockville, MD. :‘\’
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Learning Objectives
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Describe appropriate patient assessment for treatment with ER/LA opioid
analgesics, evaluating risks and potential benefits of ER/LA therapy,
aswell as possible misuse

Apply proper methods to initiate therapy, modify dose, and discontinue use of
ER/LA opioid analgesics, applying best practices including accurate dosing and
conversion techniques, as well as appropriate discontinuation strategies

Demonstrate accurate knowledge about how to manage ongoing therapy with
ER/LA opioid analgesics and properly use evidence-based tools while assessing
for adverse effects.

S
*

Employ methods to counsel patients and caregivers about the safe use of ER/LA
opioid analgesics, including proper storage and disposal.

Review/assess general and productspecific drug information concerning ER/LA
opioid analgesics and identifying potential adverse effects of ER/LA opioids.

Collaborative for REMS Education S




Misuse abuse, divergence and
overdose of ER/LA opioidsis a major
public health crisis.

YOU and YOUR TEAMcan have an
Immediate and positive impact on this
crisis while also caring for your
patients appropriately.

E)
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ASSESSING PATIENTS FOR
TREATMENT WITH ER/LA OPIOID
ANALGESIC THERAPY s
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Balance Risks Against Potential Benefits

Conduct thorough H&P Comprehensive benefit -
and appropriate testing to-harm evaluation
Benefits Include Risks Include

A Ana|gesia onerdose
(adequate pain control) A Abuse by patient or household

A Improved Function contacts
A Misuse & addiction

A Physical dependence & tolerance

A Interactions w/ other medications
& substances

A Inadvertent exposure by
household contacts, especially
children

Chou R, et alJ Pain2009;10:11330. Department of Veterans Affairs, Department of Defen$éd/DoD Clinical Practice Guideline for Management of Opioid Therapy for Chronic F20A0.
FDA.Blueprint for Prescriber Education for Extendé@tlease and LongActing Opioid AnalgesicModified 8-28-2012.www.fda.gov/downloads/
") )

Drugs/DrugSafety/PostmarketDrugSafetylnformationforPatientsandProviders/UCM311290.pdf . .
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http://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/UCM311290.pdf
http://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/UCM311290.pdf

Adequately DOCUMENT
all patient interactions,
assessments, test results,
& treatment plans




Clinical Interview: Patient Medical History

lliness relevant to (1) effects or (2) metabolism of opioids

1. Pulmonary disease, constipation, nausea, cognitive impairment
2. Hepatic, renal disease

lliness possibly linked to substance abuse , e.g.:
Hepatitis Tuberculosis Cellulitis

Cardiac Pulmonary
disease disease

Chou R, et al.J Pain 2009;10:11330. Zacharoff KL, et alManaging Chronic Pain with Opioids in Primary Care 2nd ed.

Newton, MA: Inflexion, Inc., 2010. Department of Veterans Affairs, Department of DefenseVVA/DoD Clinical Practice

Guideline for Management of Opioid Therapy for Chronic Pain2010. . . ’
Collaborative for REMS Education a
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Clinical Interview: Pain & Treatment History

Description of pain

0} * O E

Onset/ Variations /
Duration Patterns / Rhythms

What relieves the pain?
What causes or increases pain?

Effects of pain on physical, emotional, and psychosocial function

Location Intensity Quality

Patientodos pain & functional goal s

Heapy A, Kerns RD. Psychological and Behavioral Assessment. In: Raj's Practical Management of
Pain. 4th ed. 2008;27995. Zacharoff KL, et al. Managing Chronic Pain with Opioids in Primary

Care. 2nd ed. Newton, MA: Inflexion, Inc., 2010. . . ’ ’ ,
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Clinical Interview: Pain & Treatment History,c ont &«

Pain Medications

(4

Past use
Current use

A Query state PDMP where available to confirm patient report
A Contact past providers & obtain prior medical records
A Conduct UDT

o

Dosage

A For opioids currently prescribed: opioid, dose, regimen, & duration
71 Important to determine if patientis opioid tolerant

General effectiveness

s

Nonpharmacologic strategies & effectiveness

19 | © CO*RE 2013
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Perform Thorough Evaluation
& Assessment of Pain

. Components of Order diagnostic
Seek objective : : :
: patient evaluation tests (appropriate
confirmatory data ) )
for pain to complaint)

General: vital signs, Musculoskeletal Exam
appearance, posture, Alnspection
gait, & pain behaviors APalpation
_ Cutaneous or
APercussion trophic findings
AAuscultation

Neurologic exam AProvocative
maneuvers

Lalani I, Argoff CE. History and Physical Examination of the Pain Patient. IfiRaj's Practical Management of Pain /‘\
4th ed. 2008;177-88. Chou R, et al.J Pain 2009;10:11330. . . , ’
Collaborative for REMS Education @)
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Assess Risk of Abuse, Including Substance
Use & Psychiatric Hx

Obtain a complete Hx of current & past substance  use

APrescription drugs
Alllegal substances Social history also

AAlcohol & tobacco

71 Substance abuse Hx does not prohibit
treatment w/ ER/LA opioids but may Employment, cultural
require additional monitoring & expert background, social
consultation/referral

relevant

network, marital history,
AFamin Hx of substance abuse & legal history, & other

psychiatric disorders behavioral patterns
AHx of sexual abuse

Chou R, et alJ Pain2009;10:11330. SAMHSAManaging Chronic Pain in Adults With or in Recovery From
Substance Use Disorderfreatment Improvement Protocol (TIP) Series 54. HHS Publication No. (SMAPBT2.
2011. Department of Veterans Affairs, Department of Defen$éd/DoD Clinical Practice Guideline for

Management of Opioid Therapy for Chronic Paia010. /‘\’ ,
Collaborative for REMS Education @Y
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Risk Assessment; ont 54

Understand &
use addiction
or abuse
screening tools

Be knowledgeable

about risk factors
for opioid abuse

APersonal or family
Hx of alcohol or
drug abuse

A Assess potential
risks associated
w/ chronic

opioid thera
AYounger age ¥ BY

AManage patients
using ER/LA
opioids based on
risk assessment

APresence of
psychiatric
conditions

Chou R, et al J Pain.2009;10:11330.
22 | © CO*RE 2013

Conduct a UDT

AUnderstand
limitations
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Risk Assessment Tools: Examples, .

Tool # of items By
Patients considered for long -term opioid therapy:

ORT Opioid Risk Tool 5 patient
SOAPP? Screener & Opioid Assessment for Patients w/ Pain 24,14,&5  patient
DIRE Diagnosis, Intractability, Risk, & Efficacy Score 7 clinician
Characterize misuse once opioid treatments begins:

PMQ Pain Medication Questionnaire 26 patient
COMM Current Opioid Misuse Measure 17 patient
PDUQ Prescription Drug Use Questionnaire 40 clinician

Not specific to pain populations:

CAGEAID Cut Down, Annoyed, Guilty, EyeOpener Tool,

Adjusted to Include Drugs 4 clinician
RAFFTRelax, Alone, Friends, Family, Trouble 5 patient
DAST Drug Abuse Screening Test 28 patient
SBIRT Screening, Brief Intervention, & Referral to Treatment Varies clinician

23 | © CO*RE 2013
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Opioid Risk Tool (ORT)

Mark each box that applies Female Male
1. Family Hx of substance abuse
Alcohol ] 1 ] 3
llegal drugs 02 03 On initial visit
Prescription drugs ] a [] 4
2. Personal Hx of substance abuse Prior to OpiOid
Alcohol 13 13 therapy
lllegal drugs ] a ] a
Prescription drugs [ 5 s
0. O
0-3: low
Os Do
5. Psychologic disease 4-7: moderate
ADD, OCD, bipolar, schizophrenia -2 2 R _
Depression 11 1 O 8 high

Scoring Totals:

Webster LR, Webster RMPain Med.2005;6:43242. . . ’ ,
Collaborative for REMS Education a

24 | © CO*RE 2013




Screener & Opioid Assessment for
Patients with Pain (SOAPF)

|dentifies patients as at high, moderate, or low risk for
misuse of opioids prescribed for chronic pain

How is SOAPP® administered?

Usually self Prescribers should
. . May be completed
administered in as part of an have a completed
waiting room, as pal & scored SOAPP
Interview w/ a : :
exam room, or . while making
: nurse, physician, .
prior to an . opioid treatment
. . or psychologist .
office visit decisions

SOAPP® Monitoring Recommendationshttps://painedu.org/soapp/SOAPP_Monitoring_Recommen dations.pdf ’j)
The SOAPP Version 1.0 Tutorial https://painedu.org/soapp -tutorial_01.asp . . ’
Collaborative for REMS Education a



https://painedu.org/soapp/SOAPP_Monitoring_Recommendations.pdf
https://painedu.org/soapp-tutorial_01.asp
https://painedu.org/soapp-tutorial_01.asp
https://painedu.org/soapp-tutorial_01.asp

SOAPP : Available in 4 ForfiRS
to Assess Misuse Risk

SOAPP® 1.0 24Q

5Q (short -form) SOAPP-R 24Q

14Q version ) : ,
version version (revised)

version (original)

24 questions (14 used

1 * A * -
to score tool) 4 EEslens > questions 24 questions

Add ratings for 14

. S : Add ratings for each question
screening” questions

Scor e hightik: Scor e highlik: ~,. .Scor.e (A)Zifk:
8-11: moderate risk 8-11: moderate risk Scor _e O04: I16‘-fl:rmeo§lersatee risk
_ : _ : risk 2 :
<8: low risk <8: low risk 09 : | ow r i

<10 min. to complete
10 "unscored"
guestions provide
background

<8 min. to complete <5 min. to complete = <10 min. to complete

*Questions from SOAPP V.1.0  Patients rate all questions on scale of-@

SOAPP® Monitoring Recommendationspainedu.org/soapp/SOAPP_Monitoring_Recommendations.pdf The SOAPP Version 1.0 Tutorial. painedu.org/soapp -
tutorial 0l.asp SOAPP Frequently Asked Questiongpainedu.org/soapp-development.asp painedu.org. SOAPP® Version 1.0SF painedu.org SOAPP® ,-\
)

Version 1.614Q. painedu.org SOAPP®R. painedu.org . .
26 | ©CO'RE 2013 Collaborative for REMS Education
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When to Consider a Trial of an Opioid

Potential benefits are likely to outweigh risks

Failedto adequately respond to nonopioid& nondrug interventions

Continuous, around -the-clock opioid analgesic is
needed for an extended period of time

Pain Is chronic and severe

No alternative therapy is likely to pose as
favorable a balance of benefits to harms

Chou R, et al J Pain.2009;10:11330. Department of Veterans Affairs, Department of Defense.

VA/DoD Clinical Practice Guideline for Management of Opioid Therapy for Chronic Pair2010. ’\}
Collaborative for REMS Education ’
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When to Consider a Trial of an Opioid,c o n t

60-yr-old w/ chronic disabling OA pain

o -
J *j ? A Nonopioid therapies not effective, IR opioids provided some
| relief but experienced end-of-dose failure

A No psychiatric/medical comorbidity or personal/family
drug abuse Hx
7 High potential benefits relative to potential risks
7 Could prescribe opioids to this patient in most settings w/ routine monitoring

30-yr-old w/ fiboromyalgia & recent IV drug abuse

AHigh potential risks relative to benefits (opioid therapy
not 1st line for fibromyalgia)

ARequires intensive structure, monitoring, & management
by clinician w/ expertise in both addiction & pain

71 Not a good candidate for opioid therapy

i

Chou R, et al J Pain.2009;10:11330. , _ ”
Collaborative for REMS Education a
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When to Consider a Trial of an Opioid,c on't ¢

Selection of patients between these 2 extremes requires:

Careful Structuring of care
assessment & to match risk

characterlzatlon In patients w/ Hx of substance abuse

Of patient I‘iSk or a psychiatric comorbidity, this may
require assistance from experts in

managing pain, addiction, or other
mental health concerns

In some cases opioids may notbe
appropriate or should be deferred
until the comorbidity has been
adequately addressed

AConsider referral

Chou R, et al J Pain.2009;10:11330. , ’
Collaborative for REMS Education ﬁ
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Referring High-Risk Patients

Prescribers should

Understand when to
appropriately refer

high-risk patients to
pain management or
addiction specialists

Also check your state
regulations for
requirements



Special Considerations:
Elderly Patients

Does patient have medical problems that increase risk of
opioid-related AEs?

Respiratory depression more likely in elderly, cachectic, or
debilitated patients

AAltered PK due to poor fat stores, muscle wasting,or altered clearance

AMonitor closely, particularly when
I Initiating & titrating ER/LA opioids
I Given concomitantly w/ other drugs that depress respiration

AReduce starting dose to 1/3 to 1/2 the usual dosage in debilitated, non-
opioid -tolerant patients

ATitrate dose cautiously
Older adults more likely to develop constipation
ARoutinely initiate a bowel regimen before it develops
Is patient/caregiver likely to manage opioid therapy responsibly?

American Geriatrics Society Panel on the Pharmacological Management of Persistent Pain in Older Persons.Am Geriatr Soc2009;57:133% ﬂ
46. Chou R, et al J Pain.2009;10:11330. . . "‘ ’ ,
Collaborative for REMS Education @
.

31 | ©CO*RE 2013




Special Considerations:
Children (<18 years)

Safety & effectiveness of most ER/LA
opioids unestablished

Pediatric analgesic trials posechallenges
Transder mal fentanyl apypys oved

Most opioid studies focus on inpatient safety

Opioids are common sources of drug error

Opioid indications are primarily life -limiting conditions

Few children with chronic pain due to non-life-limiting
conditions should receive opioids

When prescribing opioids to children:

Consult pediatric palliative care team or pediatric pain
specialist or refer to a specialized multidisciplinary pain clinic

Berde CB, et alPediatrics.2012;129:35464. Gregoire MC, et al.Pain Res Manag2013;18:4750.
Mc Donnell C. Pain Res Manag2011;16:938. Slater ME, et alPain Med.2010;11:207%14. :‘\’
o
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Optional Slide

Case:

Peter

25-Year-Old Male

Collaborative for REMS Education 9,’
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