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You MUST sign in and out on the log of trainees. If you do not sign in AND out, you will not
be eligible for the waiver and your name will not be submitted with our attendance report.
You must sign in at the beginning of the course and again at the conclusion of the course.

You can fill out the online waiver form on SAMHSA's website or through their mobile app
MATX.

You have 30 days to complete the online portion of the course if you have not already. Your
name will NOT be sent to SAMHSA if you have not completed the online portion. You have
until Friday, April 27, 2018, to finish the course.

To claim your CME, please return to ASAM’s e-Learning Center where you took the online
portion of the course. You will need to fill out the live portion evaluation before you can
claim CME and view your certificate.

You will need to submit a copy of your certificate to the Center for Substance Abuse
Treatment (CSAT) after you submit the online waiver application by emailing it to:
infobuprenorphine@samhsa.hhs.gov or by faxing it to: 301-576-5237.
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Copies of the slides and other resources are available under "Handouts” where you took the
online portion of the course. They are also available on the ASAM website.

If you have specific questions about the Patient Limit Increase or the recently-passed CARA
bill, please email

If you are a nurse practitioner or physician assistant, this 8-hour course will count toward the
24-hour education requirement under CARA. ASAM is pleased to offer the additional 16
hours needed free of cost. Please contact to learn how to enroll in the
completely online offering. If you are a physician and there are physician assistants and
nurse practitioners back in your practice that you would like to get waivered, please contact
ASAM for more information on how to get them enrolled.
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To claim CME for The ASAM Buprenorphine
Course, please return to the e-Learning Center.

To qualify for authority to prescribe buprenorphine for the treatment of opioid
dependence, the Drug Addiction Treatment Act of 2000 requires physicians to
complete not less than 8 hours of training. The American Society of Addiction
Medicine cannot confirm training for those who arrive late or depart before the
completion of the course.

The combined online enduring material and live activity will provide the required 8
hours needed to obtain the waiver to prescribe buprenorphine in office-based
treatment of opioid use disorders.

**IFYOU HAVE NOT COMPLETED THE ONLINE PORTION OF THE
COURSE, YOU HAVE 30 DAYSTO DO SO AFTER COMPLETION OF
THE LIVE COURSE/WEBINAR**

t Use Disorder Course
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Find a list of these resources and more on the e-Learning Center and on
www.asam.org

< The ASAM National Practice < Waiver Notification Form
Guidelines for the Use of < Agency for Healthcare
Medications in the Treatment  Research and Quality
of Addiction Involving Opioid < NIDA
Use < DEA
< Prescribers Clinical Support A Guide for Law Enforcement
System for Medication on Buprenorphine
Assisted Treatment < Handbook of Office-Based
<+ SAMHSA Buprenorphine Treatment of
< DATA Physician Locator Opioid Dependence
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Providers' Clinical
Support System

For Medication Assisted Treatment

What We Do

We are a national training and mentoring project
developed in response to the prescription opioid misuse
epidemic and the availability of newer pharmacotherapies
T to address opioid use disorder. The overarching goal of
PCSS-MAT is to make available the most effective
medication-assisted treatments to serve patients in a
variety of settings, including primary care, psychiatric care,
and pain management settings.

View Modules fg Find a Mentor __] Watch Webinars

The foundation for provider education
on topics related to medication-
assisted treatment for opioid use
disorder.

Start Training»

The mentor program provides
individualized support and mentoring
for providers treating opioid use
disorder.

Connect Now»

Webinars provide expanded education
targeted at clinicians engaged in the
treatment of opioid-dependent
patients.

Watch Now»
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NOW AVAILABLE — National Practice
Guideline — for the Use of Medications

in the Treatment of Addiction Involving
Opioid Use

The National Practice Guideline for the Use of Medications in the
Treatment of Addiction Involving Opioid Use describes nine
measures that address key areas of concern in health care delivery

which, when implemented, will have the potential to improve patient
and health care outcomes.

National Practice Guideline: http://bit.ly/1CrCPFv
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8:00 am -8:05am

8:05am -8:30 am

8:30 am - 10:00 am

10:00 am - 10:15 am

10:15am -10:50 am

10:50 am —12:00 pm

12:00 pM - 12:30 pM

AS AM G5 vedond

Agenda

Welcome and Introductions

The Science and The Law

Implementing Office-Based Opioid Treatment

Refreshment Break

Special Populations
Case Studies with Q&A

Completing the Online Waiver Form & Final Q&A
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The Opioid Epidemic in the USA
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Papaver somniferum
Photo by Eric Clausen, © 2000 Erowid.org
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Deaths due to opioid
Kilograms of opioids overdose (per 100,000)
sold (per 10,000)

Admissions for opioid-abuse
treatment (per 10,000)
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National Vital Statistics System, 1999-2008; Automation of Reports and Consolidated Orders
System of the DEA; Treatment Episode Data Set
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e===Qpioids e==Heroin e==Cocaine e==Benzodiazepines
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CDC, glatio al Center for Health Statistics, National Vital Statistics System, CDC Wonder.
Updated with 2010 mortality data.
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[l Past-year heroin abuse or dependence
memm Heroin-related overdose deaths

Heroin Use ~ 8-900,000
Heroin ODs ~ 13,000 (2015)
OUD ~ 2,000,000
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Any opioid

Heroin
Natural and semisynthetic opioids
(e.g., oxycodone, hydrocodone)

Drug-Overdose Deaths
(per 100,000 population)

#— Other synthetic opioids
3 (e.g., fentanyl, tramadol)

—— Methadone

The NEW ENGLAND

JOURNAL of MEDICINE
Frank RG, Pollack HA. N Engl J Med 2017;376:605-607.
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RESEARCH UPDATE ON FENTANYL OUTBREAKS IN N, 8 j
THE DAYTON, OH AREA: g
Acryl Fentanyl and Furanyl F 1 ly Found In Overd Death Cases
UPDATE 047282017
DAYTOMN, OHIO, The Daylon area [Mnralannpr\.I { oL My (lrm] has recently expenenced dramatic
increases in heroin and other opéoid drug deaths i
significantly from 127 in 2010 to 264 in 2014 In 2018, rnm were 349 oweruosa deaths in Montgomery County,
and 251 of them screened positive for fentanyl. Preliminary data from 2017 indicate continuing increases in
overdose deaths.
THE STUDY. The research project (R21DA042757) to characterize fantanyl outbreaks in the Dayton. Ohio,
area builds on interdisciplinary between the al the Center for Interventions,
Treatment and i and the D of Chemistry at Wright State University, and
longstanding parinership with the Montgomery County Coroner's Office/Miami Valley Regional Crime Lab
(MCCOMVEC) and Public Health-Daylon & Montgomery County
TESTING. The research project and al @ and linyesid
MAsE ¥ (LC-MSMS) assay for 24 fentanyl analogs/metabolifes in biokogical
matrixes (human blood and urine sdmplu!

1- }Mamytrentanyt 4ANPP Acetyl Fentanyl; Acetyl Fentany| 44.|amylphenntnyl Acryl fentamyl; AHTS21;
Butyryl Fentamyl; Butyryl Norfentanyl; Carfentanil;
Despropi nnyl Para Flmmrpman\.’l Fpnhrm Furanyl Fe-nlanyl Fllranvl Nnrfpntanyl Nm‘fpnlanyr Para

Sufentanil; U-47700; Valeryl Fantanyl

Fentanyl 99 (99%) 56 (100%) 39 (100%)
2 Minutes: 3A4 Norfentanyl 64 (64% 39 (70%) 26 (67%)
Acryl fentanyl 56 (56%) 25 (64%)
Despropionylfentanyl 46 (46%) 26 (46%) 32 (82%)
Furanyl Fentanyl 39 (39% 25 (45%)
Carfentanil 2 (4%) 1(2.6%)
Acetyl Fentanyl ‘ 1(2%) 1(2.6%)
Butyryl/isobutyrylfentanyl 1 (1%) 0 (0%) 0 (0%)
Furanyl Norfentanyl 1(1%) 1(2%) 1(2.6%)
U47700 1(1%) 1(2%) 1 (2.6%)

100 Accidental OD deaths 2017(3mos): 99% + FENTANYL  Only 3 cases + HEROIN
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¢ Addiction Medicine ¢ Use Disorder Course
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First Reported in 1953 in anesthesia literature

Skeletal Muscle Rigidity: Chest Wall Most Common

Most common with fentanyl and its congeners (lipid solubility)
Most common with rapid IV administration

Activation of the coerulospinal noradrenergic pathway, following
mu receptor activation in LC

Not dose related

Reversed with naloxone (IV route in literature)

Ventilatory Support

Low or Absent Norfentanyl (appears in 2 minutes: CYP3A4(Inhb)
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Total U.S. drug deaths

i Treatment of Opioid
¢ Use Disorder Course

Includes waiver qualifying requirements

(5} ASAM iminid

“4san




Drugs Involved in U.S. Overdose Deaths, 2000 to 2016

25,000

Synthetic Opioids other
than Methadone, 20,145

Heroin, 15,446

Matural and semi-
synthetic opioids, 14,427

Cocaine, 10,619

Methamphetamine, 7,663

L

g Methadone, 3,314

1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016
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CARFENTAN.

Morphine =1X
Fentanyl =100X
Ca rfe nta n I | =1OI OOOX Lethal doses of hercin compared to
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U.S. rate is 19.8 per 100,000 standard population.

B Statistically lower than U.S. rate
B Statistically the same as U.S. rate
Bl Statistically higher than U.S. rate

Hedegaard et al. Drug Overdose Deaths in the United States, 1999-2016. NCHS Data Brief
No. 294. December 2017.
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West Virginia
New Hampshire
Kentucky
Ohio

Rhode Island
Pennsylvania
Massachusetts
New Mexico
Utah
Tennessee
Connecticut
Delaware
Maine
Maryland
Michigan
Nevada
Indiana
Arizona
Louisiana
Oklahoma
District of Columbia
Missouri
Vermont
Wycming
New Jersey
Florida
Alaska

North Carolina
Alabama
South Carolina
Wisconsin
Colorado
Washington
Idaho

lllinois
Arkansas
Montana
New York
Georgia
Virginia
Mississippi
Oregon
Kansas
California
Hawaii
Minnesota
lowa

Texas

North Dakota
South Dakota
Nebraska

@ 2015 rate
© 2010 rate

20 25 30 35 40
Deaths per 100,000 population
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. NEW YORK CITY DEPARTMENT OF HEALTH
AND MENTAL HYGIENE 2
Mary T. Bassett, MD, MPH i

Health Commissioner

FOR IMMEDIATE RELEASE

Thursday, June 1, 2017 FENTANYL IS KILLING
(347) 396-4177 NEW YORKERS

HEALTH DEPARTMENT WARNS NEW YORKERS ABOUT COCAINE LACED i B i

WITH FENTANYL; OCCASIONAL USERS AT HIGH RISK OF OVERDOSE s ivolved in more overdose e tan evr beore.
o ANYONE USING DRUGS, EVEN GASUALLY, IS AT RISK.
In 2016, 37 percent of overdose deaths involved cocaine
and fentanyl without heroin, up from 11 percent in 2015

Last year more than 1,300 New Yorkers died of a drug overdose, and SAFETY TIPS:

nearly half (44 percent) of those deaths involved fentanyl USE WITH SOMEONEELSE: I you overdose
it's important to have someone around to help.

N ) . . . TAKE TURNS USING: Be prepared with naloxone and

June 1, 2017 - The Health Department today announced that fentanyl is being increasingly havea phone on hand in case you need to cal 1.
" : . : - . " TEST YOUR DRUGS: s Il it first t
found in cocaine-involved overdose deaths. Fentanyl, an opioid 50 to 100 times more powerful howshongyurdugsam,
than morphine, 15 being mixed in illicit drugs — often without the buyer’s knowledge. The CARRY ALIXONE: Show othrs where s and how

. LT e ) =, , ) , = to use it More than one dose may be needed.
presence of fentanyl in any illicit drug. including cocaine, mereases the risk of overdose. In S0 A DM Whing g — ckning
2016. 37 percent of overdose deaths involved cocaine and fentanyl without heroin, up from 11 = e hasss ol Eelotoss
percent in 2015. In 2016, nearly half (44 percent) of all overdose deaths involved fentanyl. up
from 16 percent in 2015. The Health Department also 1ssued a Health Advisory to 40,000
medical professionals with imformation on how to educate patients, particularly those who may AVOIDING DRUG USE IS THE BEST WAY 10

use cocaine oceasionallv. about the increased overdose risk posed by fentanvl. In April. Mavor Find out where to get naloxone:

call 311 or visit nyc.gov/health/naloxone.
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¢ Alcohol Use Disorder: ~ 20 million affected
¢ Alcohol Related Deaths: ~100,000 per year

¢ Tobacco Use Disorder: ~20% population > 18yo
¢ Tobacco Related Deaths: ~450,000 per year

¢ Opioid Use Disorder: ~ 2.2 million
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NALOXONE
HYDROCHLORIDE
INJ., USP
{1 mg/mL)
3, nmh\mmw LIIE..!T'“ LUER-LOCK PREFILLED SYRINGE

SUBCUTS
&5 A NARCOTIC ANTAGONTT

‘W'MSMSF&T

{B-TSE-1V5E4 20N
[ OO B T Oy

N Society of
on Medicine

naloxone HCI injection, USP
&I auto-injector
USE FOR OPIOID EMERGE

SUCH AS SUSPECTED OVER
Seek Emergency Medical Attention

Instructions for use found inside on device
Includes Voice Instructions from a Speaker
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¢ Drug Addiction Treatment Act of 2000 (DATA
2000)

¢ Opioid neurobiology and pharmacology

¢ Treatment with medications
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¢ Allows a waivered physician (DEA "X" number) to
prescribe an opioid to a patient with an opioid use
disorder for the treatment of the opioid use disorder,
with certain restrictions...

¢ OBOT: Office-Based Opioid Therapy

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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“Qualifying physician”

* Board certified in addiction psychiatry

* ASAM certified (ABAM)

* AOA certified

* Investigator in buprenorphine clinical trials

* Completed 8 hours of training in approved course

NP or PA (Comprehensive Addiction and Recovery Act of
plols)

Can certify linkages to ancillary and counseling services
Patient limit for physicians

* 30 patients

* 100 patients

* 275 patients

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
4sah Includes waiver qualifying requirements




¢ Physician qualifications
+ Certified in addiction medicine/psychiatry, or
* Have 8 hours of training by AMA, AAAP, ASAM, AOA, APA

¢ Certify capacity to refer the patients for

appropriate counseling and other appropriate
ancillary services

¢ Medication qualifications

Approved by FDA for use in treating addiction (opioid use disorder)
DEA schedule lll, IV, orV (methadone is schedule Il)

Buprenorphine and Buprenorphine/naloxone SL tablets, film and depot

rods FDA approved and DEA schedule lll, and are the only medications
fitting these restrictions

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
4sah Includes waiver qualifying requirements




¢ Number of patients

* 30 patients per physician during the 1st year of the waiver

*+ After the 1st year, 100 patients per physician —a new waiver
must be obtained

+ After a1 year at 100 patients, the physician can go up to 275 if
they/treatment center meet certain criteria

* Waivered PAs and NPs are able to prescribe up to 30
patients

Patient remains on your census until the last prescription
has run out

* Hospitalized patients can be administered buprenorphine

by a non-waiver ician
https://wwvy.samhsa.gov/sites/ﬁedfal?Jn%i?es/programs_campaigns/medication_assisted/und
erstanding-patient-limit275.pdf
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¢ Opiates are present in opium e.g. morphine,
codeine, thebaine

¢ Opioids are manufactured as

+ Semi-synthetic opioids: derived from an opiate e.qg.
heroin from morphine, oxycodone, hydrocodone

* Synthetic opioids: completely synthesized to have
function similar to natural opiates e.g. methadone,
fentanyl, buprenorphine

FA: ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
4sah Includes waiver qualifying requirements




Reward/Reinforcement

Reward/Reinforcement is v —
. S : utamen
in part controlled by mu Nocles Putamen
receptors in the Reward -

Corpus
Callosum

Caudate
1

Pathwa ! . 4 2 , g ¥ NFTr:ﬁ;JS \ /
¢ Ventral Tegmental Area N SO Teg;g;ga;m' /(

Prefrontal ~~ Nucleus .

¢ Nucleus Accumbens il
with projections to

Fourth

Prefrontal Cortex B

Temporal *
Lobe

¢ Dopaminergic system

Substantia
Nigra
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Eliot Gardner, Ph.D

Amphetamine
Cocaine
Opiates
HIPP Cannabinoids
Phencyclidine

AMYG (@ CRF Ketamine
%7& i

Opiates

HYPOTHAL END
LAT-TEG

Opiates
MesoLimbic Dopaminergic Circuit Eth;pol 5HT
Pleasure/Reward Center Barbiturates

iazepi Rapheé
H20, Food, Sex, Parenting, Social Eﬁnzc_)dlazepmes P
icotine
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Both tolerance and physical dependence are
physiological adaptations to chronic opioid exposure

Tolerance:

* Increased dosage needed to produce specific
effect

+ Develops readily for CNS and respiratory
depression

Physical Dependence:

+ Signs and symptoms of withdrawal by
abrupt opioid cessation, rapid dose

i ASAM Anerican sciety of i Treatment of Opioid
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Euphoria

L\ A
J V\/V\

Normal

| ‘ LT
YUY U\
Tolerance & Physical
Dependence

Withdrawal

Acute use Chronic use

. ASAM —— E'*j;',Treatrf'lent of Opioid
Addiction Medicine t Use Disorder Course
nents

“4s AW

Includes waiver qualifying requirerr




(o)
o

Full Agonist

(e.g. heroin, oxycodone)

Partial Agonist

% Mu Opioid (e.g. buprenorphine)

Receptor
Activity

Full Antagonist (e.g. naloxone)
I‘I*I*I*I*I*l*l‘l h

' low dose high dose

no d:'ug |
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Symptoms / Signs

Anxiety, Drug Craving

Yawning, Sweating, Runny nose, Tearing eyes, Restlessness Insomnia

Nausea, extreme restlessness, elevated blood pressure, Heart rate >
100, Fever

Vomiting / dehydration, Diarrhea, Abdominal cramps, Curled-up
body position

Clinical Opiate Withdrawal Scale (COWS): 5-22mild,

: : I ; 13-24 moderate
pulse, sweating, restlessness & anxiety, pupil size, aches, runny nose

& tearing, Gl sx, tremor, yawning, gooseflesh 25-36 moderately severe
>36 severe

% ASA American Society of 3 Treatment of Oprold
Addiction Medicine ¢ Use Disorder Course
ludes waiver qualifying requirements
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Spontaneous

¢ Develops spontaneously in a physically dependent
person suddenly stops, or markedly decreases, the
opioid

¢ Severity is usually less with longer half-life drugs

¢ Duration depends on half-life of opioids person is
physically dependent on

Onset Duration

Heroin 4 - 6 hours 4 -7 days

Methadone 1 -2 days 12 - 14 days

: ‘-.-__ ASAM American Society of Treatment of OpiOld
Addiction Medicine

t Use Disorder Course
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Precipitated

¢ Precipitated in a physically dependent person, by

administration of either:
- an opioid antagonist (e.g. naloxone, naltrexone) or
- an opioid partial agonist (e.g. buprenorphine)

- Qualitatively similar to spontaneous withdrawal but
faster onset

- Duration depends upon half-life of medication causing
the withdrawal

Onset Peak Duration
Naloxone minutes minutes ~20 minutes
Naltrexone minutes minutes 1 -2 days

Buprenorphine minutes minutes 1 -2 days

% AS A M American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
4sah Includes waiver qualifying requirements




¢ Buprenorphine will precipitate withdrawal when
it dlsplaces full agonlst offthe receptors

: FuIIAgnnlst (e.g. heroln}

A Net Decrease in Receptor Activity if a
Partial Agonist displaces Full Agonist

Mu Receptor 5°3 _ _ | . _ _ _
Intrinsic 40+ f f ﬁ | Partial Agonist  (e.g. buprenorphine)
- Activity - fi : : : : | : :
' 3“5; ; j ; | BUPRENORPHINE::
| : : | | Mu Opioid Receptor
, e | e | N HIGH AFFINITY ...... .......
énu ;:Irué Fow dose ' f - [hig[h dc;se: SLOW D|SSOC|AT|ON

DRUG- DOSE
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¢ Low rates of retention in treatment

+ High rates of relapse post-treatment
+ < 50% abstinent at 6 months
- <15% abstinent at 12 months

+ Withdrawal management is not treatment, it is just
the start of treatment

¢ |Increased rates of overdose due to decreased tolerance

O’Connor PG. JAMA. 2005.
Mattick RP, Hall WD. Lancet. 1996.
Stimmel B et al. JAMA. 1977.
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¢ Protracted abstinence syndrome (chronic
withdrawal)

- Generalized malaise, fatigue, insomnia
- Poor tolerance to stress and pain
- Opioid craving

¢ Conditioned cues (triggers)

¢ Priming with small dose of drug

Kleber H et al. Dialogues Clin Neurosci. 2007.

% AS A M American Society of Treatment of Opioid
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Goals
¢ Alleviate signs/symptoms of physical withdrawal
¢ Opioid receptor blockade
¢ Diminish and alleviate drug craving
¢ Normalize and stabilize perturbed brain neurochemistry
Options
+ Opioid Antagonist

- Naltrexone (full opioid antagonist)
+ Opioid Agonist

Methadone (full opioid agonist)
- Buprenorphine (partial opioid agonist)

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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Methadone Buprenorphine ER Naltrexone
Pharmacology Full agonist Partial agonist Full antagonist

Dosing Daily (but duration  Daily q4wks
often longer)

Setting Specialty licensed  Office-based or Any medical

OTP OTP, requires "X setting, requires
waiver injection

Induction No time restriction; Mild-mod >7 days after last
start low, goslow  withdrawal: >8-12  opioid
hrs after last opioid

Adherence Intrinsically Intrinsically Long acting
reinforcing reinforcing

Kampman, K. et al. (2015). The ASAM National Practice Guideline For the Use of Medications in the Treatment of Addiction Involving
Opiod Use. Retrieved from http://www.asam.org/docs/default-source/practice-support/guidelines-and-consensus-docs/asam-
national-practice-guideline-supplement.pdf?sfvrsn=24
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Side Effect/Safety

Other advantages

Craving reduction

Methadone

Sedation esp early in
treatment,
constipation, liver
disease. Caution re:
concurrent
benzos/alcohol
overdosing, drug-
drug interactions

Co-morbid pain, high
potency, high
structure of delivery
setting.

Buprenorphine

Lower extremity
swelling, urinary
hesitancy,
constipation. Caution
re: concurrent
benzos/alcohol. Not
recommended for
patients with severe
hepatic impairment.

Safety compared to
methadone, co-
morbid pain, dosing
flexibility, lower
burden of OBOT
delivery, simple
pharmacy availability

++

ER Naltrexone

Injection site rxns,
nausea, malaise.
Caution re:
precipitated
withdrawal if given
before opioid free
washout period. Risk
of hepatoxicity.

Low diversion, no
dependence,
verifiable dosing.
Lower stigma in some
settings compared to
agonists.

Kampman, K. et al. (2015). The ASAM National Practice Guideline For the Use of Medications in the Treatment of Addiction Involving Opiod Use. Retrieved from
http://www.asam.org/docs/default-source/practice-support/quidelines-and-consensus-docs/asam-national-practice-guideline-supplement.pdf?sfvrsn=24
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Methadone

Contraindications Hypersensitivity,
respiratory depression,
severe bronchial asthma
or hypercapnia, paralytic
ileus

Pregnant women Treatment with
methadone should be
initiated as early as
possible during
pregnancy.

Diversion/misuse Diversion and misuse are
possible

Buprenorphine

Hypersensitivity

Buprenorphine
monoproduct is a
reasonable and
recommended
alternative to
methadone.

ER Naltrexone

Hypersensitivity reactions to
naltrexone, or for injectable
previous hypersensitivity
reactions to polylactide-co-
glycolide,
carboxymethylcellulose, or any
other constituent of the diluent.
Patients currently physically
dependent on opioids, including
partial agonists. Patients
receiving opioid analgesics.
Patients in acute opioid
withdrawal.

If a woman becomes
pregnant while receiving
naltrexone, it is
appropriate to
discontinue the
medication if the patient
and doctor agree the risk
of relapse is low.

Diversion and misuse are  No risk

possible

Kampman, K. et al. (2015). The ASAM National Practice Guideline For the Use of Medications in the Treatment of Addiction Involving Opiod Use. Retrieved from
http://www.asam.org/docs/default-source/practice-support/quidelines-and-consensus-docs/asam-national-practice-guideline-supplement.pdf?sfvrsn=24
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¢ Oral naltrexone
+ Duration of action 24-48 hours
- FDA approved 1984

¢ 10 RCTs ~700 participants to naltrexone alone or
with psychosocial therapy compared with
psychosocial therapy alone or placebo

-+ No clear benefit in treatment retention or relapse at
follow up

¢ Benefitin highly motivated patients

- Impaired physicians > 80% abstinence at 18 months

Cochrane Database of Systematic Reviews 2006
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¢ Multicenter (13 sites in Russia)
DB RPCT, 24 wks, n=250 w/ opioid dependence
XR-NTX vs placebo, all offered biweekly individual drug counseling
Increased weeks of confirmed abstinence (90% vs 35%)
Increased patients with confirmed abstinence (36% vs 23%)

Decreased craving (-10 vs +0.7)

¢ Two recent studies showed similar effectiveness for XR-NTX and
daily buprenorphine-naloxone (BUP-NX)

- More difficult to start patients on XR-NTX than BUP-NX

*No Black Box LFTs Warning Label for IM formulation

Krupitsky E et al. Lancet. 2011.

Comparative effectiveness of extended-release naltrexone versus buprenorphine-naloxone for opioid relapse prevention (X:BOT): A multicentre, open-
label, randomised controlled trial. Lee J.D. et. Al. (2017) The Lancet.
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Benefits

¢ Good for patients who do no want agonist or partial
agonist therapy

¢ No risk of diversion (not a controlled substance)

¢ No risk of overdose by drug itself

¢ Can be administered in any setting (OBOT or OTP)
¢ Long-acting formulation

¢ Treats both opioid use disorder and alcohol use
disorder

Kampman, K. et al. (2015). The ASAM National Practice Guideline For the Use of Medications in the Treatment of Addiction Involving Opioid Use.
Retrieved from http://www.asam.org/docs/default-source/practice-support/quidelines-and-consensus-docs/asam-national-practice-guideline-
supplement.pdf?sfvrsn=24
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Limitations
¢ Ease of starting—must be fully withdrawn from opioids

* short-acting (6 days)
* long-acting opioids (7-10 days)
¢ Not recommended for pregnant women
* Pregnant women who are physically dependent on opioids should
receive treatment using methadone or buprenorphine monoproduct
¢ Not suitable for patients with liver disease

¢ Diminished tolerance to opioids, unaware of consequent
increased sensitivity to opioids if they stop taking naltrexone

Kampman, K. et al. (2015). The ASAM National Practice Guideline For the Use of Medications in the Treatment of Addiction Involving
Opioid Use. Retrieved from http://www.asam.org/docs/default-source/practice-support/guidelines-and-consensus-docs/asam-
national-practice-guideline-supplement.pdf?sfvrsn=24
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Full opioid agonist

Oral - 80-90% oral bioavailability

Tablets, Liquid Solution, Parenteral (\/50%)
PO onset of action 30-60 minutes

Duration of action

+ 24-36 hours to treat opioid use disorders (OUD)
+ 6-8 hours to treat pain

Proper dosing for OUD

+ 20-40 mg for acute withdrawal
- >80 mg for craving, “opioid blockade”
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+ Highly requlated - Narcotic Addict Treatment Act 1974
- Created Opioid Treatment Programs (OTPs)

- Separate system not involving primary care or pharmacists

¢ Treatment (methadone dispensing) for opioid use
disorder limited to licensed OTPs

It is illegal for a physician to prescribe methadone for the
treatment of opioid use disorders in an office-based
practice
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Highly Structured
¢ Daily nursing assessment

Wee

<ly individual and/or group counseling

Random supervised drug testing

Psyc

niatric services

Medical services

Methadone dosing

¢ Observed daily = "Take homes” based on stability
and time in treatment. Max: 27 take homes. Varies by
state, county and individual clinics

‘4 SAW
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Benefits

ncreases overall survival

ncreases treatment retention

Decreases illicit opioid use

Decreases hepatitis and HIV sero conversion
Decreases criminal activity

ncreases employment

mproves birth outcomes

Joseph et al. Methadone Maintenance Treatment: A Review of Historical and Clinical Issues.
Mt Sinai J Med. 2000;67:347-364.
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Limitations

¢ Limited access

¢ Inconvenient and highly punitive
Mixes stable and unstable patients
Lack of privacy
No ability to "graduate” from program

Stigma
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SAMHSA/Center for Substance Abuse Treatment
Distribution of Opioid Treatment Programs in the United States

Number
OTP Docrors
44 or More

1Ti043

12 1o 16

T 1l
Puerio Rico &
LS Virgin Isbanads
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Partial mu-opioid agonist, k
antagonist
Schedule lll—up to 5 refills

Metabolism

+ In liver with N-dealkylation by cytochrome P450 3A4 enzyme
system into an active metabolite norbuprenorphine

- Norbuprenophine undergoes further glucuronidation
Elimination
- Excreted hepatobiliary (70%) and urine (30%)

+ Mean elimination half-life =37 hours
- Commercial screening urine drug test for parent compound.

- Does NOT show as opiate positive on standard screen
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Sublingual and Buccal forms (tablets and films)
¢ "Combo"” (buprenorphine/naloxone): tablets and films

¢ “"Mono” (buprenorphine): generic tablets

Parenteral
¢ “Mono” (buprenorphine): implantable rods

¢ “Mono” (buprenorphine): monthly injection

¢ Approved for moderate to severe opioid use disorder

¢ Can be used OFF LABEL for pain

: ASAM American Society of i Treatment of Opioid
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Parenteral, Transdermal Patches and Buccal Film formulations

Buprenex®
Butrans®

Belbuca®

Approved for pain but NOT OUDs

Can NOT be used OFF LABEL for OUDs: Violates DATA
2000
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Naloxone has limited bioavailibility PO or SL, but is active
parenterally, e.g. injected SQ, IM or IV

The combo product, if crushed, dissolved and injected the:

- Naloxone may cause initial withdrawal if the person is
opioid physically dependent.

- Decreasing diversion and misuse

- Naloxone will block, or attenuate, the opioid agonist
effect of the buprenorphine

+ Therefore safer if diverted

ComerS. Addiction. 2010.
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If dissolved sublingually
¢ Buprenorphine is active
+ Naloxone is not active

If swallowed
¢ Buprenorphine not active (minimal oral bioavailability)
+ Naloxone not active

If injected
¢ Buprenorphine active, but
+ Naloxone active x 20 minutes so attenuates the parenteral “rush”

Not time-released so tablets/film strip can be split

FA: ASAM American Society of Treatment of Opioid
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¢ Studies (RCT) show buprenorphine more
effective than placebo and equally effective to
moderate doses (8o mg) of methadone on
primary outcomes of:

+ Abstinence from illicit opioid use
+ Retention in treatment
- Decreased opioid craving

Johnson et al. NEJM. 2000.

Fudala PJ et al. NEJM. 2003.
Kakko J et al. Lancet. 2003.
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_ow risk of clinically significant problems

Pre-clinical studies suggest high doses of
ouprenorphine should not produce respiratory
depression

No reports of respiratory depression in clinical trials

Overdose and misuse (e.q., injecting) of buprenorphine
combined with other CNS depressants result in
respiratory depression and risk overdose

France experience...

- IV buprenorphine + high potency benzodiazepines = deaths
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¢ Highly safe medication

+ For both acute and chronic dosing

¢ Primary side effects:

- Nausea and constipation
Like other mu opioid agonists, but may be less severe and more self-
limiting
+ No evidence of significant disruption in cognitive
or psychomotor performance with
buprenorphine maintenance

+ No evidence of organ damage with chronic
dosing of Buprenorphine "mono” or *combo”
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From Package Insert: Cases of cytolytic hepatitis have been
observed in clinical trials and post-marketing AE reports.
Ranges from transient asymptomatic to case reports of
death, hepatic failure, hepatic necrosis, hepatorenal
syndrome, hepatic encephalopathy...

Check LFTs prior for baseline and monitor periodically. Use
not recommended in patients with severe hepatic
impairment. Hepatic impairment results in reduced
clearance of naloxone > then buprenorphine thus
interfering with buprenorphine efficacy....
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AST and ALT Bup/nx (n=340)
n (%)

Baseline <2x ULN remained <2x ULN

Baseline <2x ULN then increased >2x ULN
e
Baseline >2x ULN then decreased and remained <2x ULN

Baseline >2x ULN not decrease <2x ULN or increase >2x baseline

Baseline >2x ULN then increased >2x baseline

AJ Saxon et al. Drug and Alcohol Dependence. 2013.
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Level of Evidence: Moderate

¢ Obtain LFTs, prothrombin time/INR, hepatitis serologies prior to initiating
buprenorphine

Periodically monitor LFTs. There is no empirical evidence currently to guide the
frequency of monitoring. The frequency of monitoring determined by
physician discretion but semi-annual frequency appears to be adequate in
patients without other risk factors

If a patient does have clinical and/or laboratory evidence of hepatotoxicity
(e.g. transaminases >5X upper limit of normal, abnormal bilirubin or abnormal
prothrombin time)

+ All possible causes of liver injury should be evaluated

+ Consideration should be given to lowering the dose of buprenorphine or
discontinuing buprenorphine

www.pcssmat.org
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Euphoria in non-opioid dependent individuals
Abuse potential less than full opioid agonists

Abuse among opioid-dependent individuals is
relatively low

Combination product theoretically less likely to be
abused by IV route

Most illicit use is to prevent or treat withdrawal and
cravings

Yokel MA et al. Curr Drug Abuse Rev. 2011.
Lofwall MR, Walsh SL. J Addic Med. 2014.
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This module will cover an overview of
implementing Office-Based Opioid Treatment
(OBQOT) including:

Patient assessment

Office management

Medication management

Role of nonpharmacotherapy

Patient monitoring

Relapse

Case discussion: Induction and Stabilization

N, ASAM American Society of Treatment of Opioid
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Establish diagnosis of opioid
use disorder and current
opioid use history

Document use of alcohol
and other drugs and need
for medically supervised

withdrawal management

Identify comorbid medical

and psychiatric conditions;
how, when, where they will
be addressed

AS AM G5 vedond

. Screen forand address
communicable diseases

Evaluate level of physical,
psychological and social
functioning or impairment

Determine patient’s
readiness to participate in
treatment

; Treatment of Opioid
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1. Tolerance? 6. Craving/Compulsion

2. Withdrawal? : :
| W Use Despite Negative Consequences

Loss of Control 7- Role failure, work, home, school

3. Larger amounts and/or 8. Social, interpersonal problems

longer periods 9. Reducing social, work, recreational

4. Inability to cut down on or activity
control use 10. Physical hazards

5. Increased time spent 11. Physical or psychological harm
obtaining, using or
recovering *Mild (2-3), moderate (4-5), severe (=6)

2Not valid if opioid taken as prescribed

APA. (2013). Diagnostic and statistical manual of mental disorders (5th ed.)
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Quantity used per day

Type: heroin, prescription opioids

Routes: IV, IM, SC, PO, intranasal, inhaled
_ast used, date and time

Previous attempts to discontinue

Past treatment experience
- Nonpharmacologic

- Pharmacologic with agonist (methadone, buprenorphine)
and antagonist (naltrexone) therapies
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A e Alcohol - |
fyenmell Do you sometimes drink beer, wine

Drug Use or other alcoholic beverages?”

"How many times in the past year
have you had 5 (4 for women) or
more drinks in a day?”

(positive: > never)

No or low risk Drugs

"How many times in the past year
have you used an illegal drug or
used a prescription medication for

non-medical reasons?”

Smith PC et al. J Gen Intern Med. 2009; 24(7):783-8.
Smith PC et al. Arch Intern Med. 2010; 170(13):1155-60. 11 .
Image source: SBIRT Clinician’s Toolkit www.MASBIRT.org (pOSItIVE. > neve r)

e ASAM Anerican socity of Treatn_'nent of Opioid
Addiction Medicine £ Use Disorder Course

AspaW

Includes waiver qualifying requirements




Alcohol and other sedative-hypnotics are relative
contraindications to buprenorphine

¢ Deaths have resulted from injecting buprenorphine and
benzodiazepines

+ Avoid alcohol while taking buprenorphine to avoid overdose

Identify and refer patients who are willing and able to
undergo medically supervised withdrawal
management from alcohol, benzodiazepines, or other
sedatives

Fishman et al. 2005; McNicholas, 2008; Lavie et al. 2005.
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FDA Drug Safety Communication: FDA
urges caution about withholding opioid
addiction medications from patients taking
benzodiazepines or CNS depressants:
careful medication management can
reduce risks

[9-20-2017] Based on our add[tional revlew. the U S Foud and Drug Admmlstratlon {FDAJ is adwscng that the

benmdnazeplnes or other drugs that depress fhe oentrai nervous system {CNS) The ocmblnad use of these
drugs increases the risk of serious side effects; however, the harm caused by untreated opioid addiction can
outweigh these risks. Careful medication management by health care professionals can reduce these risks. We
are requiring this information to be added to the buprenorphine and methadene drug labels along with detailed
recommendations for minimizing the use of medication-assisted treatment (MAT) drugs and benzodiazepines
together.

Buprenorphine and methadone help people reduce or stop their abuse of opioids, including prescription pain
medications and heroin. Methadone and buprenorphine have been shown to be effective in reducing the
negative health effects and deaths assouatsd with Dpldd addlclion and dependency1 These rnedlcauons are
often used in combination with counse p ples : vimedica
gt_s_;sted-trealmenﬂtreatment#oounsel!ng-behavtoral-iheraglesl and patients can be treated with them
indefinitely. Buprenorphine and methadone work by acting on the same parts of the brain as the opioid'that the
patient is addicted to. The patient taking the medication as directed generally does not feel high, and withdrawal
does not occur. Buprenorphine and methadone also help reduce cravings? (see Table 1. List of Buprenorphine
and Methadone MAT Drugs).

ASAM American Society of i Treatment of Opioid
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Table 1. The Danger of Combining Opioids
And Benzodiazepines

FDA Warning: Risks From Concomitant Use
With Benzodiazepines or Other CNS Depressants

Concomitant use of opioids with benzodiazepines or other central
nervous system (CNS) depressants, including alcohol, may result in
profound sedation, respiratory depression, coma, and death.

* Reserve concomitant prescribing of (opioid) and
benzodiazepines or other CNS depressants for use in patients
for whom alternative treatment options are inadequate

e Limit dosages and durations to the minimum required

* Follow patients for signs and symptoms of respiratory
depression and sedation

Source: US Food and Drug Administration website. Available at: http://www.fda.
gov/NewsEvents/Newsroom/PressAnnouncements/ucm518697.
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Medical

¢ Past and present medical illnesses, hospitalizations,
surgeries, accidents/injuries

¢ Current medications, drug allergies

¢ |s the patient taking other medications that may interact
with buprenorphine, e.g., opioids, naltrexone, sedative-
hypnotics?

Psychiatric

¢ History of inpatient and/or outpatient treatment

¢ |s the patient psychiatrically stable?

¢ Are the psychosocial circumstances of the patient stable
and supportive?
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During a standard physical examination, pay
attention to:

¢ Stigmata of injection drug use, e.g., needle
tracks, skin and soft tissue infections

¢ Stigmata of chronic infections, e.g., HIV,
hepatitis C
¢ Neurocognitive function
¢ Liver disease and dysfunction

5 : ASAM American Society of i Treatment of Opioid
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_iver function tests
Hepatitis and HIV serologies
Pregnancy test for women

Urine drug testing

Naturally occurring opiates (morphine (heroin), codeine)

Synthetic and semisynthetic opioids (methadone,
oxycodone)

Other commonly used drugs (cocaine, amphetamines,
benzodiazepines)
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Are there resources available in the office to provide appropriate
treatment? Medical or psychiatric care?

On-call coverage?

Are there treatment programs available that will accept referral
for more intensive levels of service if needed?

Words of wisdom

*
*
*
*

AspaW

Don‘t start with the most complicated

Start with 1, not 30

Know your limits

Don't be afraid to consult and refer
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Make treatment goals and expectations clear to patient

Know community referral sources to expedite referral when a
patient needs more than your practice can offer

Check state Prescription Drug Monitoring Program (PDMP)
to verify patient medication history

Check urine drug test to confirm patient substance use
history

Use a Treatment Agreement that includes a plan of care
(e.g., medication management, monitoring) and informed
consent (e.g., adverse effects)
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Specific federal and state requlations govern disclosure of a
patient’s identity and treatment information
Confidentiality Statutes relevant to treatment of SUDs:

- Title 42,Part 2,Code of Federal Regulations [42 CFR Part

2]

+ The logic behind these regulations is that persons with
SUDs are more likely to seek and succeed at treatment
if they know their need for treatment will not be
disclosed unnecessarily
Knowledge of these statutes is important for those

providing SUD treatment as the rules may apply to
their practice
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|, (name of patient),

authorize

(name or general designation of program making disclosure)

to disclose to

(name or person or organization to which disclosure is made)

the following information:
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The purpose of the disclosure authorized herein is to:

(purpose of disclosure, as specific as possible).

| understand that my records are protected under the
Federal regulations governing Confidentiality of Alcohol
and Drug Abuse Patient Records, 42 CFR Part 2, and
cannot be disclosed without my written consent unless
otherwise provided for in the regulations.
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also understand that | may revoke this consent
at any time except to the extent that action has
been taken in reliance on it, and that in any
event this consent expires automatically as
follows:

(specification of date, event, or condition upon which this consent
expires)

Signature of patient:

Signature of parent, guardian or authorized representative when
required:

Date:
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¢ OBOT is standard medical care: billing procedures
are standard

¢ The ICD-10 Code for opioid dependence is F11.20.
¢ Physicians billing codes: (CPT) billing codes,
accepted by all payers

¢ No specific Addiction Medicine codes. Same
codes as other ambulatory care services
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¢ DEA is mandated to protect the public’'s safety

¢ DEA is required to ensure that DEA Registrants
comply with the Controlled Substance Act and its
implementing requlations

+ Inspections (Unannounced/Announced) of
buprenorphine waivered physicians maintains the
integrity of the inspection process

- Audit of dispensing records to ensure accountability
- Verify patient limit (30, 100, 275) compliance
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¢ Induction
¢ Stabilization/Maintenance
¢ Tapering off Maintenance (Discontinuation)

¢ Buprenorphine for Opioid Withdrawal
Management
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Overall Goals

¢ To find the dose of buprenorphine at which the
patient:
+ Has no opioid withdrawal symptoms
- Discontinues or markedly reduces use of other
opioids
- Experiences decreased cravings

+ Has minimal/no side effects
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¢ May involve phone screening by staff or provider to
assure that provider can meet patient’s needs

¢ Consultation/Evaluation: Patient not in withdrawal:
All therapeutic options discussed: If buprenorphine,
then arrangements are made for induction

¢ Patient in withdrawal or imminent withdrawal:
an abbreviated evaluation and emergent induction

¢ Significant others involved if possible
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Practical Issues
¢ Options:

- Keep a supply of medication in the office for induction
administration

Must keep the records required by federal and state law for maintaining
supplies of controlled substances for administration or dispensing

- Those records may be audited by the DEA

Have the patient fill a prescription for the first day’s dose and bring
medication to the office for administration

Fax prescription to pharmacy then have it delivered
Unobserved “*home” induction

+ Advantages and disadvantages to each approach

% AS A M American Society of Treatment of Opioid
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The amount of buprenorphine prescribed for induction
and stabilization depends on many factors:

¢ How reliable is the patient?

¢ |s there a significant other who can secure and

dispense the medication: particularly important with
younger patients

¢ How are co-pays managed? Is it reasonable to fill
orescriptions every few days?

Prior authorizations
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* Kampman, K. et al. (2015). Appendix Il: Bioequivalence Information and Charts. In The ASAM National Practice Guideline: For the Use of Medications in the Treatment of Addiction Involving
Opioid Use. Retrieved from http://www.asam.org/docs/default-source/practice-support/guidelines-and-consensus-docs/asam-national-practice-guideline-supplement.pdf?sfvrsn=24

(% ASAM

Casan’

American Society of
Addiction Medicine

‘Bioequivalence of Buprenorphine Formulations

Available Dosage Strengths

Buprenorphine sublingual tablets,

including generic equ ivalents:

2 mg buprenorphine
8 mg buprenorphine

Buprcnorphinc and naloxone sub]jngua.l
tablets, including gcncric equ ivalents:

2mg buprcnorphinc/’ 0.5 mg naloxone
8 mg buprenorphine / 2 mg naloxone

Zubsoly® (Buprenorphine and naloxonc
sublingual tablets):

1.4 mgbuprenorphine / 0.36 mgnaloxone
2.9 mg buprenorphine / 0.7 mg naloxone
5.7 mg buprenorphine / 1.4 mg naloxone
8.6 mgbuprenorphine / 2.1 mg naloxone
11.4 mg buprenorphine / 2.6 mg naloxone

Suboxernd” sublingual film
(Buprenorphine and naloxone

sublingual film):

2mg buprcnorphinc /0.5 mg naloxone
4 mg buprenorphine / 1 mg naloxone
8 mg buprenorphine / 2 mg naloxone
12 mg buprenorphine / 3 mg naloxone

Bunavaif® (Buprenorphine
hydrochloride and naloxone
hydrochloride buccal film):

2.1 mgbuprenorphine / 0.3 mg naloxone
42 mgbuprcnorphinc /0.7 mg naloxone
6.3 mgbuprenorphine / 1 mgnaloxone

Corresponding doses ofbuprenorphine products that contain naloxone

Buprenorphine
and nalexone
sublingual tablets,
including generic
equivalents

Sithaxaond®

subl ingua.l films

Zbhsalr®
sublingua.l tablets

Bunavail®
buccal films

2mg
buprenorphine /

0.5 mg naloxone

2 mg
buprenorphine /

0.5 mg naloxone

1.4 mg
buprenorphine /
0.36 mgnaloxone

4mg
buprenorphine /

1 mg naloxone

2.9mg
buprenorphine /
0.71 mg naloxone

2.1mg
buprenorphine /
0.3 mgnaloxone

Smg
buprenorphine /

2 mg naloxone

Smg
buprenorphine /

2 mg naloxone

5.7 mg
buprenorphine /

1.4 mg naloxone

4.2mg
buprenorphine /

0.7 mgnaloxone

12 mg
buprenorphine /

3 mg naloxone

8.6 mg
buprenorphine /

2.1 mg naloxone

6.3 mg
buprenorphine /

1 mg naloxone

11.4 mg
buprenorphine /

2.9 mg naloxone

Adapted from: Otfice-Based Buprenorphine Therapy for Opioid Dependence: Imporrant

Information for Prescribers. Awailable at: heeps://wwwbrodrems.com
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Available Dosage Strengths

‘Bioequivalence of Buprenorphine Formulations

Buprenorphine sublingual tablets,

including generic equivalents:

2 mg buprenorphine
8 mg buprenorphine

Buprenorphine and naloxone sublingual
tablets, including generic equivalents:

2 mg buprenorphine/ 0.5 mg naloxone
8 mg buprenorphine / 2 mg naloxone

Zubsolv® (Buprenorphine and naloxone
sublingual tablets):

1.4 mg buprenorphine / 0.36 mgnaloxone
2.9 mg buprenorphine / 0.7 mg naloxone
5.7 mg buprenorphine / 1.4 mg naloxone
8.6 mg buprenorphine / 2.1 mg naloxone
11.4 mg buprenorphine / 2.6 mg naloxone

Suboxorne® sublingual film
(Buprenorphine and naloxone

sublingual film):

2 mg buprenorphine / 0.5 mgnaloxone
4 mg buprenorphine / 1 mg naloxone
8 mg buprenorphine / 2 mg naloxone
12 mg buprenorphine / 3 mg naloxone

Busnavail® (Buprenorphine
hydrochloride and naloxone
hydrochloride buccal film):

2.1 mgbuprenorphine / 0.3 mg naloxone
4.2 mgbuprenorphine / 0.7 mg naloxone
6.3 mgbuprenorphine / 1 mgnaloxone

* Kampman, K. et al. (2015). Appendix II: Bioequivalence Information and Charts. In The ASAM National Practice Guideline: For the Use of Medications in the Treatment of Addiction Involving
Opioid Use. Retrieved from http://www.asam.org/docs/default-source/practice-support/guidelines-and-consensus-docs/asam-national-practice-guideline-supplement.pdf?sfvrsn=24
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Corresponding doses ofbuprenorphine Products that contain naloxone

Buprenorphine
and naloxone

sublingual tablets,

including generic
equiva.lents

Suboxone®

sublingua] films

Zathsolv®
sublingual tablets

Bunavail®
buccal films

2mg
buprenorphine /
0.5 mg naloxone

2mg
buprenorphine /

0.5 mg naloxone

1.4 mg
buprenorphine /
0.36 mgnaloxone

4 mg
buprenorphine /

1 mg naloxone

2.9 mg
buprenorphine /
0.7 1 mg naloxone

2.1mg
buprenorphine /

0.3 mgnaloxone

8 mg
buprenorphine /

2mg naloxone

8 mg
buprenorphine /

2 mg naloxone

5.7 mg
buprenorphine /

1.4 mg naloxone

4.2 mg
buprenorphine /
0.7 mg naloxone

12 mg
buprenorphine /

3 mg naloxone

8.6 mg
buprenorphine /

2.1 mg naloxone

6.3 mg
buprenorphine /

1 mgnaloxone

11.4 mg
buprenorphine /

2.9 mg naloxone

Adapted from: Office-Based Buprenorphine Therapy for Opioid Dependence: Important

Information for Prescribers. Available at: hreps://www.btodrems.com

* Kampman, K. et al. (2015). Appendix Il: Bioequivalence Information and Charts. In The ASAM National Practice Guideline: For the Use of Medications in the Treatment of Addiction Involving
Opioid Use. Retrieved from http://www.asam.org/docs/default-source/practice-support/guidelines-and-consensus-docs/asam-national-practice-guideline-supplement.pdf?sfvrsn=24
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Patient Instructions
¢ Come to office in mild to moderate withdrawal
Don’t plan to drive home

Plan to be at clinic or office for up to 3 hours (may
oring a sandwich, book, etc.)

Ready to give urine sample

¢ Bring medication bottle, or have it delivered if
applicable (prescribe vs. dispense)

¢ Accompanied by significant other, if possible

% AS A M American Society of Treatment of Opioid
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Wesson DR et al.
J Psychoactive Drugs. 2003
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Resting Pulse Rate: beats/minute
Measured after patient is sitting or lving for one minute

0 pulse rate 80 or below

| pulse rate 8§1-100

2 pulse rate 101 120

4 pulse rate greater than 120

GI Upset: over last 1/2 hour

0 no GI symptoms

| stomach cramps

2 nausea or loose stool

3 vomiting or diarrhea

5 multiple episodes of diarrhea or vomiting

Sweating: over past 1/2 hour not accounted for by
room femperature or patient activily.

0 no report of chills or flushing

1 subjective report of chills or flushing

2 flushed or observable moistness on face

3 beads of sweat on brow or face

4 sweat streaming off face

Tremor observation of owtstretched hands
0 no tremor

1 tremor can be felt, but not observed

2 slight tremor observable

4 gross tremor or muscle twitching

Restlessness Observation during ussessmenl

0 able to sit still

1 reports difficulty sitting still, but is able to do so

3 frequent shifting or extraneous movements of legs/arms
5 unable to sit still for more than a few seconds

Yawning Observation during assessmeni

0 no yawning

| yawning once or twice during assessment

2 yawning three or more times during assessment
4 yawning several times/minute

Pupil size

O pupils pinned or normal size for room light

| pupils possibly larger than normal for room light
2 pupils moderately dilated

5 pupils so dilated that only the rim of the iris is visible

Anxiety or Irritability

0 none

| patient reports increasing irritability or anxiousness

2 patient obviously irritable or anxious

4 patient so irritable or anxious that participation in
the assessment is difficult

Bone or Joint aches If patient was having pain
previously, only the additional component attributed
to opiates withdrawal is scored

0 not present

1 mild diffuse discomfort

2 patient reports severe diffuse aching of joints/muscles

4 patient is rubbing joints or muscles and is unable to sit
still because of discomfort

Gooseflesh skin

0 skin is smooth

3 piloerrection of skin can be felt or hairs standing up
on arms

S prominent piloerrection

Runny nose or tearing Not accounted for by cold
symptoms or allergies

0 not present

1 nasal stuffiness or unusually moist eyes

2 nose running or tearing

4 nose constantly running or tears streaming down cheeks

Total Score
The total score is the sum of all 11 items

Initials of person
completing assessment:

Score: 5-12 = mild; 13-24 = moderate; 25-36 = moderately severe; more than 36 = severe withdrawal
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¢ Numerous studies demonstrate that unobserved
“*home” inductions are both effective and safe

¢ Should be performed in properly selected patients

¢ Providers and patient/significant other should be able
to communicate during the induction

¢ Same protocol as in office-based induction

Alford DP et al. J Gen Intern Med. 2007.

Lee JD et al. JGen Intern Med. 2008.
Cunningham CO et al. J Subst Abuse Treat. 2011.
Sohler NL et al. J Subst Abuse Treat. 2011.

Lee JD et al. J Addict Med. 2014.
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NYW School of Medicine Division of General Intemal Medicine. Contact: joshua lee@med_nyu.edu 1of4

Buprenorphine - Beginning Treatment

Da}' One: Before taking a buprenorphine tablet you want to feel lousy from your
withdrawal symptoms. Very lousy. It should be at least 12 hours since you used heroin or pamn
pills (oxycontin, vicodin, etc.) and at least 24 hours since vou used methadone.

Wait it out as long as you can. The worse you feel when you begin the medication,
the better it will make you feel and the more satisfied you will be with the whole experience.

You should have a least 3 of the following feelings: twitching, tremors or shaking
* joint and bone aches * bad chills or sweating * anwious or irritable ®  goose pimples

(T

* very restless, * heavy yawning * enlarged pupids e mnny nose, * stomach cramps, nansea,
can't sit still tears in eyes vomiting, or diarrhea

First Dose: 4 mg of Buprenorphine (Bup) under the tongue.
This is one half of an 8§ mg tablet or two 2 mg tablets:

Patient Education | KpESGEENORCE

2 mg + 2mg = 4mg

M t ] | §mg cutin?2 = 4mg
Put the tablet (one half tablet of 8mg tabs, or two tablets if 2mg tabs) under
; vour tongue. Keep it there_ If vou swallow Bup tablets they will not work,
the medicine is best absorbed through the thin skin on the bottom of your
tongue.

It takez 20-43 minntes for the medication to be abzsorbed and have an effect. Feel better? Good, the medicine
13 working. Still feel lonsy after 45 minutes? Don’t worry, you just need more medication.

At 1-3 hours (60-180 mimites) after o first doze, see how you feel. If you feel fine after the first 4 mg,
don’t take any more, this may be all you need. If you have withdrawal feelings. take another 4 mg dose
nnder your tongue.

Later in the day (6-12 hours after the first dose), see how you feel azain. If vou feel fine, don’t take any
more. If you have withdrawal feelings, take another 2 or 4 mg dose under yonr tongue.

Do not take more than 12 me of Bup on the first day.

Lee .J D et a I . .j Gen /n tern Med. 2008 . Most people feel better after the 4-12 mg on the first day. Still feel really bad, like a bad withdrawal®

Call your doctor right away. You can call or page any time during the day if you are having difficulty.

. ASAM Ansricn society ;;;Treatn:nent of Opioid
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¢ Uncommon
¢ Can still meet DSM-5 criteria
¢ No precipitated withdrawal concerns

¢ Start low (2 mg), and go slow to avoid opioid side
effects

¢ Patients are very good at titrating buprenorphine
¢ Give them general parameters

% AS A M American Society of Treatment of Opioid
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short-acting

¢ Instruct patients to abstain from any opioid use for 12-
24 hours (so they are in mild withdrawal at time of first
buprenorphine dose)

% AS A M American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
Includes waiver qualifying requirements
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short-acting

If patient is not in opioid withdrawal at time of arrival in
office:

¢ Assess time of last use and consider either:
* Having him/her return another day

* Waiting in the office until evidence of withdrawal is seen

* Or leaving office and returning later in day (with strict
instructions to not take opioids while away from the office)

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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short-acting

¢ First dose: 2/0.5-4/1 mg SL buprenorphine/naloxone

-+ Monitor in office for 1 hr after first dose and each subsequent
dose

- Relief of opioid withdrawal should begin within 30-45 minutes

¢ Period of greatest severity of buprenorphine-related
precipitated withdrawal occurs in the first few hours (a-
4 hours) after a dose

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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short-acting

The length of time the patient is monitored in the
office varies depending upon:

ne clinician’s familiarity with the patient

ne clinician’s familiarity with using buprenorphine

ne patient’s level of support at home

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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short-acting

¢ Canre-dose if needed (every 1-2 hours, if opioid
withdrawal subsides then reappears)

¢ Maximum first day dose of
buprenorphine/naloxone= 8mg----16mg

- Dose equivalent of other formulations; e.g. 5.7—11.4 mg
of branded SL tablets

% AS A M American Society of Treatment of Opioid
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long-acting
Recommendations vary about optimal dose of long-acting

opioid for transfer (TIP 4o states <30 mg/d methadone)

-+ More recent clinical experience suggests patients should have dose
decreases until they are down to <40 mg/d of methadone or the
equivalent

Begin induction at least 48-72 hours after last dose of
methadone, and 36 hours after last dose of sustained release
oxycodone (or longer)

Patient should be in mild to moderate withdrawal at time of
first buprenorphine dose

Use similar induction procedures to "dependent on short-
acting opioids”

% AS A M American Society of Treatment of Opioid
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¢ If a patient has precipitated withdrawal consider
- Giving another dose of buprenorphine, attempting to
provide enough agonist effect from buprenorphine to
suppress the withdrawal
- Stopping the induction, provide symptomatic treatments
for the withdrawal symptoms, and have patient return the
next day

¢ Since the latter would risk loss of the patient,
the first option should be considered

i ASAM Anerican sciety of i Treatment of Opioid
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On 2" day, be in contact with patient (in office, via
phone, etc.)

Adjust dose accordingly based on patient’s
experiences on first day

Continue adjusting dose by 2/0.5-4/1 mg increments
until an initial target dose of 8/2—16/4 mqis
achieved during the induction phase

Generally 24mqg of buprenorphine is considered a
maximal dose, but some patients may require a
higher dose

\ ‘-'__ ASAM American Society of i Treatment of Opioid
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+ After the first day of buprenorphine, induction for
patients who are dependent on either short-acting
or long acting opioids, the procedures are
essentially the same

+ Adjust dose according to the patient'’s
experiences:
Lower dose if patient was over-medicated at end of Day 1
Higher dose if there were withdrawal symptoms after leaving
your office and/or if patient used opioid agonists
‘d Don’t assume abstinence after the first day’s
OsSe
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> 24 mg/day (Full Review: medical/behavioral)

>16—24 mg/day (Consider: Patient Difference)

<16 mg/day (typical)

Zubieta et al., 2000; Greenwald et al. 2003; Product Information Suboxone 2005; personal communication
RE Johnson, June, 2007.
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Binding
Potential
(Bmax/Kd)

Bup oo mg

Bup 02 mg
4 -

Bup 16 mg

Bup 32 mg

Zubieta et al. Neuropsychopharmacology. 2000; 23:326-334.
TR : Treatment of Opioid
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¢ The patient should receive a daily dose until
stabilized

¢ Patient should be dosed once daily or twice daily, but
not more frequently than twice daily

¢ Multiple daily doses which mimic addictive behavior
is not recommended

¢ An exception daily dosing (e.g. 4mg qid) is indicated if
concurrent opioid use disorder and pain are being
treated.
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¢ Once stabilized, the patient can be shifted to
alternate day dosing (e.g., every other day, MWF,
or every third day, MTh)

¢ Increase dose on dosing day by amount not
received on other days (e.g., if on 8 mg/d, switch
to 16/16/24 mg MWF)

¢ Non-daily dosing is most appropriate if the

patient is receiving observed dosing in an OTP

¢ For OBOT patients daily dosing is the norm

Bickel WK et al. Psychopharmacology 146:111-118, 1999.
Johnson RE et al. Drug Alcohol Depend. 40:27-35, 1995.
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¢ No data to provide guidance on how long to treat a patient
with buprenorphine/naloxone maintenance

¢ Studies as long as 16 weeks show high relapse rates with
medical withdrawal (Weiss et al., 2011)

¢ Patients can be retained long term; showed approximately
75% retention at one year with maintenance (Kakko et al.,
2003)

¢ Continue maintenance as long as patient is benefitting from
treatment (opioid/other drug use, employment, educational
goals pursued, improvement in relationships, improvement in
medical/mental illnesses, engaged in psychosocial treatment)

% AS A M American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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¢ First question is why?

¢ Many studies show high relapse rates with
tapers and withdrawal from maintenance
agonist

¢ Some studies show normalization of brain
function with maintenance

¢ Comprehensive discussion with patient and
significant others to explore reasons for
discontinuation

% AS A M American Society of Treatment of Opioid
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¢ Patients should continue to be followed by
provider after discontinuation

¢ Naltrexone therapy should be considered
¢ Psychosocial treatments should continue

¢ Patients should be told they can resume
ouprenorphine treatment if cravings, lapses, or
relapses occur

% AS A M American Society of Treatment of Opioid
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¢ Conflicting dat

a on outcomes comparing shorter

versus longer duration of tapering

¢ Regardless of t

ne buprenorphine withdrawal

duration consider use of ancillary medications to
assist with symptoms of opioid withdrawal (e.g.,

medications fo

r arthralgias, nausea, insomnia)

Dunn, K et al. Drug and Alcohol Dependence. 2011.
Amass L et al. Am J Addictions 13:542-66, 2004.
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Rapid <3 days

¢ Reports show buprenorphine suppresses opioid
withdrawal signs and symptoms (better than clonidine)
Using sublingual tablets:
* First day: 8/2-12/3 mgsl
* Second day: 8/2-12/3 mg sl
* Third (last) day: 6/1.5 mg sl

Cheskin LJ et al. Drug Alcohol Depend 36:115-121, 1994.
O'Connor PG et al. Ann Inter Med 127:526-530, 1997.
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4 + additional 4 as needed

8
16

14

12

*Protocol Developed by NIDA Clinical Trials Network

% ASAM American Society of
Addiction Medicine
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Withdrawal over 4-30
days is common in clinical
practice. Buprenorphine
is very flexible and
withdrawal can be
achieved rapidly or slowly,
depending on treatment
Issues.
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Psychosocial Services: often helpful for treatment of OUD
- Can be delivered directly by physician and/or by referral when needed

DATA 2000: "...the practitioner has the capacity to refer the
patients for appropriate counseling and other appropriate
ancillary services.”

Refer patient as clinically determined to:

Individual and group therapy

Family therapy

12 Step

Higher psychiatric severity patients more responsive to increased services
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¢ Three trials show that additional behavioral therapy (i.e., CBT, drug
counseling) does NOT significantly improve outcomes over that
achieved by buprenorphine PLUS medical management or "*medical

counseling”

Weiss RD et al. Arch Gen Psychiatry. 2011.

Fiellin DA et al. Am J Med. 2013.
Ling W et al. Addiction. 2013.
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Recommendation
sychosocial support should be offered routinely in association
with pharmacological treatment for opioid dependence.
e Strength of recommendation — strong
® Quality of e iuirﬂr ce — high
While patients should be offered psychosocial

t, they should not be denied :
i e._ﬂ_ ment s hu_.l uld they refuse such support.

Treatment services should aim to offer onsite, integrated,
comprehensive psychosocial support to every patient. However,
treatment services should not deny effective medication if they
are unable to provide psychosocial assistance, or if patients
refuse it.
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Provision of buprenorphine maintenance
Monitoring of compliance with buprenorphine maintenance
Monitoring of patients’ drug use, symptoms, and progress

Education regarding opioid use disorder and buprenorphine maintenance
treatment

Encouragement to achieve abstinence from illicit opioids and to adhere to all
treatment recommendations

Encouragement to attend self-help groups

Provision of brief advice modeled on the education provided in standard drug
counseling, such as encouraging patients to make lifestyle changes that
support recovery, and to avoid potential triggers of drug use

|dentification and treatment of medical complications of opioid use

Referrals to specialty services in the community (e.g., vocational, legal,
housing or social services) if necessary

E ASAM American Society of Treatment of Opioid
Addiction Medicine : %
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¢ Discuss and document specific goals
¢ Set specific time periods
¢ Document progress on goals at each visit

¢ Examples:

+ Achieve abstinence from illicit and non-
prescribed drugs

+ Meet with clinician
- Attend meetings
- Job applications

- ASAM Anerican sciety of Treatn_'nent of Opioid
Addiction Medicine t Use Disorder Course
Asath Includes waiver qualifying requirements
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¢ Face-to-face visits to check safety, adherence

¢ Initial Frequency: every 1-2 weeks until stable
- Monthly once stabilized

¢ Check dosing, intervals, sublingual technique
¢ Safety issues: side effects, safe storage

i ASAM Anerican sciety of i Treatment of Opioid
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+ Withdrawal/craving/triggers
¢ Tobacco, alcohol, and other drug use

¢ Urine drug tests (UDT) and pill counts
- Frequency varies with treatment stage

¢ Prescription drug monitoring program (PDMP)

i ASAM Anerican sciety of i Treatment of Opioid
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¢ Confirm behavioral treatment

¢ Medical problems & symptoms

¢ Psychiatric problems & symptoms
¢ QOutside medications and providers
¢ Housing

¢ Employment

¢ Family/Relationships

¢ Legalissues

) % ASA M American Society of
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Objective information

- Evidence of therapeutic adherence
- Evidence of use or non-use of illicit drugs

Monitoring of treatment progress and safety
Reinforces success with treatment
Part of standard of care

dentify those who may need higher level of care
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¢ SAMHSATIP 40 2004

- At least monthly
- More frequently early in treatment (every 1-2 weeks)

¢ Vary among states, insurers

¢ Urine is preferred medium for testing due to
- Ease of obtaining sample
- Presence, persistence of metabolites
+ Lowest cost
- Availability of office-based testing tools

i ASAM Anerican sciety of i Treatment of Opioid
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Discuss with patient
- Thisis for safety and is the standard of care

Know scope and limits of tests and lab

- Beware false negatives and positives
Consider random versus scheduled testing
Incorporate quality control procedures

Consider establishing consult lab linkage
GCMS/LCMS confirmatory testing
Expert consultation on test interpretation
Online reporting of results

Onsite and/or observed testing when needed
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*

S ASAM My

Point of care, or lab based
Fast

Easy

Cheap

Specific tests available for
many drugs

- Oxycodone

- Buprenorphine

Can be used as screening
with option for confirmation

AspaW

CONS

¢ Qualitative tests
- cutoff ng/ml
+  Opiates: 300
+  Cocaine metabolite: 300
¢ False positives
+ Cross-reactivity
+ Contamination
+ No non-morphine opioids
- Unless specifically tested
+ No non-oxazepam benzos
- Unless specifically test

; Treatment of Opioid
£ Use Disorder Course
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Drug/Medication

Opiates (heroin, morphine)

Semisynthetic Opioids
(oxycodone, hydrocodone)
Methadone
Buprenorphine

Cocaine

Amphetamines

Benzodiazepine

Marijuana Occasional
Marijuana Chronic

(5} ASAM iminid

Casan’

Primary Metabolite

Morphine

Variable
Must be tested specifically

EDDP
Nor-buprenorphine

benzoylecgonine

Varies by medication type

THC

Ave. Detection Time
(days)

2-3

2-3

2-3

2-3

2-3

2-3

Variable with half life
Unreliable immunoassays

1-3
Up to 30

i Treatment of Opioid
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¢ Gas or liquid chromatography, mass spectrometry
¢ Quantitative

¢ Limitations
+ More costly
-+ Requires specialized lab

+ Levels do not indicate amount of medication taken!
- Variables: time of dosing, metabolism, GFR, hydration

% AS A M American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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CHO O OH
Dihydrocodeine

Minor

CHCO0 O  OCcocH,

Hydromorphone i V Heroin

Minor

Morphine

Reisfield GM et al. Bioanalysis. 2009;1(5):937-52.
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¢ Objective information
* Confirm medication adherence
* Minimize diversion
¢ Frequency varies with patient progress
¢ Best option when diversion suspected
¢ Patient brings in medication supply
¢ Confirm patient ID and fill date on bottle/box
¢ Have patient count them in front of staff member
¢ All tablets should be identical
¢ Amount should match expected quantity

% ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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State-wide system tracking prescriptions

- Decreasing or preventing misuse of medications
+ Improving clinical decision making

¢ Pharmacies report information to state

Information varies:
« Schedule ll, Il and III, lI-IV, -V

+ Some selected non-scheduled medications with abuse
potential: e.g. gabapentin, ephedrine

Data availability
- Format/eligibility vary by state

- ASAM American Society of i Treatment of Opioid
ke Addiction Medicine
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¢ Methadone and Buprenorphine dispensed from
OTPs not listed on PDMPs

¢ VA Health System now listed
¢ Not all data readily available to providers

¢ |ack of communication between all state
programs

¢ Time needed to access reports
¢ Limitations in who can access reports
¢ Mandatory vs voluntary use of PDMP

i ASAM Anerican sciety of i Treatment of Opioid
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Relapse is a process in which return to substance use results
from maladaptive responses to stressors and stimuli

Relapse precipitants
- Negative affect (anger, fatigue, boredom, family conflict)
- Cravings/cues (people, places and things)
- Social pressure (social functions)

Education patients about how to anticipate/avoid/cope with these
precipitants

After initial use (a lapse), patients may experience guilt, shame
resulting in return to heavy use

Recovery is a learning process, lapses provide valuable lessions

Return to substance use requires prompt evaluation and possible
referral to additional or higher level of care

Doyle TJ, Friedmann PD, Zywiak WH. Addressing Unhealthy Alcohol Use in Primary Care, 2013.
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¢ Mother calls your office seeking treatment for her
daughter, Paula, who is addicted to heroin

¢ Paulais a 23 yo female, graduate student in social
work

¢ She is agreeable to having her mother come in for
the consultation and evaluation

¢ She is comfortable and not in opioid withdrawal
during the initial consultation

% ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
Includes waiver qualifying requirements
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¢ You take a history from Paula while her mother sits
in the waiting room

¢ She relates feeling anxious most of her life.

¢ She started smoking marijuana and drinking alcohol
on the weekends in high school.

¢ |n college she fractured her ankle playing basketball,
and was treated with oxycodone. She noticed that in
addition to pain control, her anxiety decreased, and
she reported feeling "normal” and “peacefu

|II

% ASAM American Society of Treatment of Opioid
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¢ She continued requesting oxycodone refills even though
her pain had resolved

¢ When the orthopedist refused to continue prescribing
oxycodone she started buying them from friends
increasing to ~2oomg daily

¢ Ayear ago she entered a 28 day abstinence-based rehab,
never followed up in after care, relapsed 6 weeks later

¢ Due to cost and availability she switched from oxycodone
to sniffing heroin ~10 bags daily—last use 4 hours ago

¢ Patient agrees to have mother present to discuss
treatment options

% ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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¢ You present the options of opioid agonist maintenance
therapy (methadone, buprenorphine), antagonist
maintenance with naltrexone, and another attempt at
withdrawal management and medication-free treatment

¢ Paula and her mother have done their research, Paula
has a friend doing well on buprenorphine, and they
decide on buprenorphine

¢ They understand that some form of counseling will also
be a part of the treatment plan

¢ Paula has insurance, so access is not a problem

FA: ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
Includes waiver qualifying requirements
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¢ /s Paula ready for buprenorphine induction at this time?
If not, how will you decide when she is ready?

¢ /s the patient a candidate for unobserved "home”
induction?

. "'-. ASAM American Society of i Treatment of Opioid
LY Addiction Medicine "
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¢ You explain that since Paula is physically dependent
on opioids, she must be in mild-moderate
spontaneous withdrawal, to avoid precipitated
withdrawal. She has done her homework, and
understands the issue

¢ You tell her to discontinue all opioids for at least 12
hours. She has decided on doing the induction the
next morning

: ASAM American Society of i Treatment of Opioid
Addiction Medicine

t Use Disorder Course
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¢ She returns the next day with her mother. She is
visibly uncomfortable, and has a COWS score of 12

* Is she ready for the induction?

¢ You instruct her that buprenorphine/naloxone is
always administered sublingually or via the buccal
mucosa—never swallowed whole

¢ Sheis instructed on the proper administration
procedures to maximize buprenorphine
bioavailability

: ASAM American Society of i Treatment of Opioid
Addiction Medicine
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¢ You give her buprenorphine 4/2 mg
* How long to initial effect?

* How long to peak effect?

¢ After herinitial dose you give her another 4/1 mg for
continue withdrawal

* When can the patient leave the office?

¢ Can she take more buprenorphine after leaving the
office?

¢ When should she contact you?

. % ASAM American Society of _5?5 Treatment of Opioid
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¢ Should the stabilization dose be divided or taken once
perday?

¢ How often should stabilization doses be increased?

¢ Once dose stabilization occurs, are maintenance dose
increases due to tolerance common? Or are lower doses
required over time?

FA: ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
Includes waiver qualifying requirements
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¢ Paula remained on buprenorphine/naloxone 16/4
mg per day for the next 6 months and had no
relapses.

¢ She was adherent with weekly counseling and
office monitoring including urine drug tests and
pill counts.

¢ There were no concerning behaviors on the
PDMP.

FA: ASAM American Society of Treatment of Opioid
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¢ How long should Paula be maintained on the
buprenorphine?

¢ How will you decide if and when she is ready to be
tapered?

¢ How would you taper her off buprenorphine?

FA: ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
Includes waiver qualifying requirements
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¢ Adolescents and young adults

¢ Pregnancy, neonatal abstinence and breastfeeding
¢ Medical co-morbidities

¢ Psychiatric co-morbidities

+ Managing pain

i ASAM Anerican sciety of i Treatment of Opioid
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Pharmacologic therapy is recommended for all adolescents
with severe opioid use disorder

¢ Buprenorphine is considered first line treatment

+ Most methadone clinics cannot admit patients under 18 years
old, though methadone may be a good option for young adults
with unstable living arrangements as daily visits provide
structure and eliminate the need to manage medications at
home
Naltrexone is also an option for adolescents and also may be
clinically useful for adolescents/young adults living away from
home, or patients with co-occurring alcohol use disorders

: ASAM American Society of i Treatment of Opioid
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The optimal leng

treatment is not
¢ Studies in adults

th of time for medication

Known
nave found that patients continued

to improve over the course of the first 6 years of

treatment

+ However, the impact of exposure to long term

agonists/antago
unknown

3 i F ASA M American Society of
ke Addiction Medicine
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nists on the developing brain are
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Teens Presenting with Parents

¢ In many cases, adolescents will present for treatment
with the knowledge, and often with the support of
parents
- Parents are often the first ones teens turn to for help

¢ In these cases, managing confidentiality is a clinical
decision of what information to share with parents in
the context of parents already being aware of the "big
picture”

% ASAM American Society of Treatment of Opioid
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Teens Presenting Without Parents

¢ Teens may present for treatment without the
knowledge or consent of their parents

¢ |n most states adolescents above a certain age may
consent for treatment for an SUD without their
parents, though details vary

: -.-__ ASAM American Society of i Treatment of Opioid
Addiction Medicine
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Managing Teens That Refuse to Involve Parents

¢ Ask adolescent their reasons for excluding parents.
Many teens could benefit from the support of parents,
but are too embarrassed to discuss the problem

¢ In these cases, offer to treat confidentially and leave the
decision of how to proceed up to the teen

¢ Ask what would happen if a parent learned about a drug
problem by accident

¢ Offer to help “"break the news"” to parents

¢ Emphasize that teens who enter treatment should be
proud of their decision to get help

FA: ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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¢ Know about specialized treatment services
available in the community for pregnant,
opioid-dependent patients
- Referral should be made regardless of the patient’s
decision to continue the pregnancy

¢ Obtain consent to talk to her obstetric
provider

\ ‘-'__ ASAM American Society of i Treatment of Opioid
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¢ [nitial studies from 1970s demonstrated fetal distress
and 5 fold increase in still birth rates with antepartum

withdrawal management uspan etal. 1975; Rementeria etal. 1673,

More recent data shows 2"9 trimester withdrawal
management can be safe for the fetus however maternal
relapse rates prior to delivery range from 70-98% (utyetal

2003; Maas et al. 1990; Dashe et al. 1998.)

Maintenance therapy in pregnancy has been shown to
increase retention in prenatal care, addiction recovery
and In-hOSpIta| C|€|IV€I’I€S (Jones et al. 2008.)
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Maternal Benefits Fetal Benefits

¢ 70% reduction in overdose + Reduces fluctuations in
related deaths maternal opioid levels;
+ Decrease in risk of HIV, HBV, reducing fetal stress
HCV + Decrease in intrauterine
+ Increased engagement in fetal demise
prenatal care and recovery + Decrease in intrauterine
treatment growth restriction

¢ Decrease in preterm
delivery

rE ASAM NOR—— ; Treatment of Opioid
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¢ Methadone and buprenorphine (both category C)
are safe and effective treatment options in
pregnancy

¢ The decision of which therapy to start is complex
and should be individualized for each woman

- Based on available options, patient preference, patients’
previous treatment experiences, disease severity, social
supports, and intensity of treatment needed

Fischer et al. 1998, 1999.
Jones et al. 2010.
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¢ For women stable on buprenorphine/naloxone who
become pregnant:
- Current standard of care is to switch to
buprenorphine monotherapy at the same dose
+ The combination therapy has been avoided due
to the unknown exposure risk of naloxone in
pregnancy (although pregnancy category B) and
concern for misuse causing acute withdrawal
and fetal distress

Wieggland SL et al. 2015.
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¢ Generalized disorder with dysfunction of the
autonomic nervous system, Gl tract and respiratory
system

¢ Occurs in 60-80% of infants with intrauterine exposure
to opioid maintenance therapy

¢ Onset: majority present within 72 hours after delivery

¢ Duration: up to 4 weeks (prolonged if exposed in-utero
to more than one substance associated with NAS)
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¢ Meta-analysis of 12 studies from 1996-2012: showed
buprenorphine exposed neonates (515) compared to
methadone exposed (855) had

- Shorter mean length of hospital stay (-7.23 days, 95% Cl: -10.64, -3.83)

¢ In treated neonates, buprenorphine exposed
« Shorter NAS treatment duration(-8.46 days, 95% Cl: -14.48, -2.44)
+ Lower morphine dose (-3.60 mg, 95% Cl: -7.26, 0.07)

Brogly et al. 2014.
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o
1

Jones HE et al. N Engl J Med 2010;363:2320-2331
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¢ No correlation between maternal opioid maintenance
therapy dose and the duration or severity of NAS

¢+ Women should be encouraged to report any
symptoms of withdrawal through her pregnancy
without fear a dose increase will affect her baby’s
hospital stay or need for NAS treatment

Berghella et al. 2003; McCarthy et al. 2005;
Cleary et al. 2010; Isemann et al. 2010; Jones et
al. 2010; Seligman et al. 2011.
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¢ The transfer of methadone and into human milk is
minimal and unrelated to maternal doses

+ Buprenorphine has poor oral bioavailability and is

also compatible with breastfeeding

* The amount of buprenorphine in human milk is small
and unlikely to have negative effects on the infant

+ Both are considered Category L3 (probably
compatible)

McCarthy JJ 2000; Begg EJ 2001; Jansson LM 2007 & 2008;
Hale 2008; Grimm 2005; Lindemalm 2008; llett 2012.
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¢ Benefits of breastfeeding for newborns with
NAS

+ 30% decrease the development of NAS
- 50% decrease in neonatal hospital stay

+ Improved mother-infant bonding

- Positive reinforcement for maternal recovery

Pritham UA et al. J Obstet Gynecol Neonatal Nurs. 2012.
Welle-Strand GK et al. Acta Paediatr. 2013.

Wachman EM et al. JAMA. 2013.

Abdel-Latif ME et al. Pediatrics. 2006.
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¢ Persons with opioid use disorders frequently
have or at risk of other comorbid medical
conditions

¢ Office-based buprenorphine treatment provides
an opportunity to combine substance use
treatment with medical care

i ASAM Anerican sciety of i Treatment of Opioid
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¢ HIV: 3-drug ART given<72 hrs after exposure to
blood or other potentially infectious body fluids
from a known HIV+ or high risk source

¢ HBV: recombinant vaccine series; HBIG within 7
days of unknown or known HBsAg+ source

¢ HCV: no PEP, but curative early treatment

Free expert consultation at national PEPLine: (888) 448-4911

Source: www.cdc.gov/mmwr
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The silent epidemic

¢ Most common blood-borne infectionin U.S., 3.2
million people
+ 70-90% PWID; ~30% <age 30

¢ £,0-60% of chronic liver disease
- Leading indication for liver transplantation

¢ HCV-related deaths outnumber deaths due to
HIV
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Recommended Testing Sequence for Identifying Current HCV Infection

HCV Antibody] '+

v

NI ECEC - &1 HCV RNA HE GG Ce

v Y

[ No HCV antibody detected ] [ No current HCV infection ] [ Current HCV infection ]

v

[ Additional testing as appropriate’ } { Link to care ]

* For persons who might have been exposed to HCV within the past 6 months, testing for HCV RNA or follow-up testing for HCV
antibody is recommended. For persons who are immunocompromised, testing for HCV RNA can be considered.

To differentiate past, resolved HCV infection from biologic false positivity for HCV antibody, testing with another HCV antibody
assay can be considered. Repeat HCV RNA testing if the person tested is suspected to have had HCV exposure within the past
6 months or has clinical evidence of HCV disease, or if there is concern regarding the handling or storage of the test specimen.
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Female sex, young age at infection

=30 years

Mormal
liver

Acute
infection

Chronic
infection
develops

Chronic
hepatitis

Cirrhosis
develops
in 20%

Risk of
carcinoma,
1-4%

in 80%

per year

Rate of progression

=20 years

Alcohol use, coinfection

e NEW ENGLAND
JOURNAL of MEDICINE

Lauer GM, Walker BD. N EnglJ Med. 2001; 345:41-52.
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HCV Therapy: Past, Present, and Future

Ledipasvir +
sofosbuvir

Simeprevir +
sofosbuvir

Proof Telaprevir Daclatasvir Paritaprevir/r-
Interferon of concept and (Japan and ombitasvir/
for DAA (PI) boceprevir Europe) dasabuvir + RBV

2000 2010 2011 2012 2013 2014 2015+

Simeprevir and sofosbuvir

Pegylated ?
IENS with IFN (GT1)

First approved IFN-free therapy:
sofosbuvir + RBV (GT2,3)

Simeprevir + sofosbuvir
DAA: direct-acting antiviral; GT: genotype; IFN: interferon; Pl: protease [ﬂff-libﬂ USEl
inhibitor; NI: nucleoside/nucleotide inhibitor; RBV: ribavirin: r: ritonavir

CM Rice. Conference on Retroviruses and Opportunistic Infections, Seattle, February 23, 2015.
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Rising Cure Rates for Chronic HCV (G1)

IFN-Free DAA
Combination
PR/SMV Regimens
Telaprevir or ,_PR{SGF
Boceprevir + ! :

PeglFN/RBV

PegIFN/RBV
IFN/RBV 44%

Cure Rate*

IFN

1991 1998 2001 20N 2013 2014+

Year

CM Rice. Conference on Retroviruses and Opportunistic Infections, Seattle, February 23, 2015.
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Today’s combination antiretroviral therapy: less toxic,
fewer pills, higher genetic barrier to resistance

Goals of HIV care:
+ Improve individual health outcomes

-+ Restore health, prolong life in a manner indistinguishable
from uninfected persons

+ Lower community viral load and HIV transmission to achieve
an "AIDS-free generation”

FA: ASAM American Society of Treatment of Opioid
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HIV-infected patients treated with office-based
bup/nxin the Buprenorphine-HIV Evaluation and
Support (BHIVES) national demonstration project:
¢ Decreased opioid use

¢ Increased HIV ART use

¢ Experienced higher quality of HIV care

¢ Reported better quality of life

Altice, Frederick L. et al. J Acquir Immune Defic Syndr. 2011;56 Suppl: S22
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¢ Distinguish between substance-induced
disorders versus independent psychiatric
disorders
- Substance-induced: Disorders related to the use of

psychoactive substance; typically resolve with
sustained abstinence

- Independent: Disorders which arise during times
of abstinence; use of psychoactive substances not

the etiology
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Patient’s history suggests symptoms occur only when
he/she is actively using substances

Symptoms are related to intoxication, withdrawal, or

ongoing neurobiologic perturbation from substances

Onset and/or offset of symptoms are preceded by
increases or decreases in substance use

Goal should be sustained abstinence followed by re-
evaluation of symptoms

% AS A M American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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¢ Earliest psychiatric symptoms often precede onset
of substance use disorder

¢ Patient’s history suggests symptoms occur during
periods when not using psychoactive substances

¢ May also find a family history of the disorder

¢ Goal of substance use disorder treatment should still
be cessation of substance use, but treatment must
also address psychiatric symptoms simultaneously

% AS A M American Society of Treatment of Opioid
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¢ Patients with opioid use disorder and
independent depressive, anxiety, or stress
disorders

-+ Can respond to medication and/or psychotherapy
treatments for depression, anxiety, and PTSD

- Anxiety disorders and PTSD typically treated with
antidepressants

¢ Generally avoid use of benzodiazepines
+  Risk of misuse
- Possibility of interactions with buprenorphine

i ASAM Anerican sciety of i Treatment of Opioid
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¢ Among 34 reported buprenorphine-associated overdoses in
France, 31 also had benzodiazepines

¢ Risks of benzodiazepines
Tolerance and withdrawal
Excess sedation and falls
Cognitive impairment
Reinforcement/reward/addiction

¢ Advantages of benzodiazepines

- Rapid elimination of anxiety symptoms or insomnia when used short
term

Pirnay et al. Addiction. 2004.
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¢ In experimental pain studies...

- Patients with active opioid use disorder have less pain tolerance than
peers in remission or matched controls

- Patients with a h/o opioid use disorder have less pain tolerance than
siblings without an addiction history

- Patients on opioid maintenance treatment (i.e. methadone,
buprenorphine) have less pain tolerance then matched controls

¢ Which came first?

- Opioid use disorder or less pain tolerance?

Martin, J 1965; Ho and Dole, V 1979; Compton, P 1994, 2001.
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¢ Patients with an opioid use disorder who are physically
dependent on Opioid Agonist Treatment (i.e. methadone
or buprenorphine) must be maintained on a daily
equivalence before ANY analgesic effect is realized with
opioids used to treat acute pain

¢ Opioid analgesic requirements are often higher due to
increased pain sensitivity and opioid cross tolerance

Peng, PW; Tumber, PS; Gourlay, D. Can J Anaesthesia. 2005.
Alford, DP; Compton, P; Samet, JH. Ann Intern Med. 2006.
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Binding
Potential
(Bmax/Kd)

Bup oo mg

Bup 02 mg
4 -

Bup 16 mg

Bup 32 mg

Zubieta et al. Neuropsychopharmacology. 2000; 23:326-334.
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¢+ May antagonize effects of previously administered opioids

+ May block the effects of subsequent administered opioids

¢ However...Experimental mouse and rat pain models

-+ Combination of buprenorphine and full opioid agonists (morphine,
oxycodone, hydromorphone, fentanyl) resulted in additive or
synergistic effects

- Receptor occupancy by buprenorphine does not appear to cause
impairment of mu-opioid receptor accessibility

Kogel, B et al. European J of Pain. 2005,
Englberger, W et al. European J of Pharm. 2006.
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Acute Pain

Continue buprenorphine and ti
analgesic

D/C buprenorphine, use opioid
Divide buprenorphine to every

trate short-acting opioid

analgesic, then re-induce
6-8 hours

Use supplemental doses of buprenorphine

Pre-Op; Emerging evidence su

pports continuing

maintenance doses of buprenorphine or methadone,

and using IR full agonist opioic
analgesic interventions

analgesics, and/or other

Alford, DP. Handbook of Office-Based Buprenorphine Treatment of Opioid Dependence. 2010.

Alford, DP; Compton, P; Samet, JH. Ann Intern Med. 2006.

* Book, SW; Myrick, H; Malcolm, R; Strain, EC. Am J Psychiatry. 2007.
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Chronic Pain

Cotes,

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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Systematic review
10 trials involving 1,190 patients

Due to heterogeneity of studies, pooling results and
meta-analysis not possible

All studies reported effectiveness in treating chronic
pain

Majority of studies were observational and low quality

Current evidence insufficient to determine effectiveness
of SL buprenorphine for treatment of chronic pain

J; Montgomery, L. Pain Medicine. 2014.




¢ Divide Bupe intoT.l.D. or Q.1.D dosing
¢ /N Dose: e.g 4mg qid ? Ceiling effect for analgesia

¢ Prescribing SL Bupe Formulations for Pain is legal, but
off label. For pain treatment no waiver is required, and
there are no patient limits. The problem is insurance
coverage and Prior Auths

¢ Transdermal 7 day patch (Butrans), and parenteral
(Buprenex) are FDA approved for chronic pain, but are
illegal to prescribe for treatment of OUD.

i ASAM Anerican sciety of i Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
4sah Includes waiver qualifying requirements
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35-year-old junior high school math teacher

Using prescription opioids and intranasal heroin on and off
since age 22

Has been through >15 episodes of medically supervised
withdrawal management

Last treatment included a 28-day residential program
during his summer break, and attending daily AA meetings

Remained in recovery for 6 months but relapsed 3 months
ago and is in some difficulty because of “calling in sick too
much”

: ASAM American Society of i Treatment of Opioid
Addiction Medicine

t Use Disorder Course
4sah Includes waiver qualifying requirements




His wife is in recovery, and insisted that he return to
treatment after she discovered he was taking
oxycodone pills from several doctors for a back injury
following an automobile accident She is unaware
that he is also using heroin daily

Family history of alcoholism

He denies alcohol or tobacco use

His only current medical problem is mild asthma. His
back pain has resolved

He is hepatitis C and HIV negative
(%) ASAM uzm s o R

t Use Disorder Course
Asath Includes waiver qualifying requirements




¢ He states...

¢ "Doc, | know I'm addicted. My wife cleaned up when she

was pregnant with our daughter, and she just got her 12-year
chip. She moved on with her life, but I'm stuck”

"My back injury threw me into a tailspin. At first, | really
needed the “percs”, but now I'm just using them to “feel
normal” and to “prevent withdrawal.” | really need your

help. If my wife finds out I'm back on heroin, she'll leave me
this time”

2, 3 ASAM American Society of _5;E Treatment of Opioid
ke Addiction Medicine
Asan
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Does Robert meet DSM-5 criteria for an opioid use disorder? If
so, how?

What are the treatment options for Robert?

How would you assess the need for pharmacotherapy (e.q.,
methadone, buprenorphine, naltrexone) for Robert?

% ASAM Amgric_an SCJCiE:t\‘.I' ﬂf Tl’eatn’lent Of OpfOId
3 Addiction Medicine Y Use D

isorder Course
wfes waiver qualifying requirements

Asavh Includies woaiver




¢ s Robert a candidate for office-based opioid treatment (OBOT)
with buprenorphine/naloxone?

¢ What should the initial treatment plan include?

L - ASAM American Society of i Treatment of Opioid
Addiction Medicine

¢ Use Disorder Course
wfes waiver qualifying requirements
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48-year-old engineer requesting transfer from his
methadone maintenance program to your office-based
buprenorphine treatment program

On methadone maintenance treatment program for 12 years
but is tired of all the strict rules and policies

Current methadone dose is 95 mg

His 13 day take homes were recently discontinued when he
missed his 2"¥ group counseling session in 3 months. He is
now required to have daily observed dosing

% AS A M American Society of i Treatment of Opioid
Fekliskion iedsine ¢ Use Disorder Course
Includes waiver qualifying requirements




He does not think the group counseling was helping him
anymore. He thinks it was helpful in the beginning but now it is

just a burden

He is caring for his sick parents along with working full time
which makes it difficult for him to reliably attend his weekly

afternoon counseling session

Prior to methadone maintenance he had an 8-year history of
intravenous heroin use

Since starting methadone maintenance, he has been abstinent
from heroin use

% ASAM Amgric_an SCJCiE:tY of _5;5 Treatment of OpfOId
Addiction Medicine t Use Disorder Course
Asath Includes waiver qualifying requirements




¢ Heis hepatitis C positive (never treated) and HIV negative

¢ He has been in a stable relationship with a non-drug-using
girlfriend for the past 7 years

¢ He wants to discontinue methadone maintenance ASAP and

/4

transfer to buprenorphine so that he can “get on with my life

% ASAM Amgric_an SCJCiE:tY of _5;5 Treatment of OpfOId
Addiction Medicine ¢ Use Disorder Course
wfes waiver qualifying requirements
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¢ /s John a candidate for office-based opioid treatment (OBOT)
with buprenorphine/naloxone? Why? Why not?

¢ What additional information do you need?

¢ If you decide John is a good candidate for transfer to OBOT
with buprenorphine/naloxone what will the treatment plan
include?

, "'-. ASAM American Society of .E?g. Treatment of Opioid
Y Addiction Medicine
TAsat
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20-year-old community college student who is requesting
treatment of her heroin use

She started using oxycodone with her roommate and is now
using intranasal heroin for the last 15 months, daily for the
past 3 months

She is using about 1 gram of heroin daily

Some of her friends are now switching to intravenous use
because it takes less heroin to keep from getting sick.

She does not want to inject drugs but may be “forced” to
because she cannot keep paying the “extra cost” of sniffing
heroin

5 : ASAM American Society of i Treatment of Opioid
ke Addiction Medicine {
Asan

t Use Disorder Course
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¢ She has used all the money her parents gave her for school
expenses to buy heroin, her credit cards are maxed out, and
she has borrowed money from her friends

¢ Until last semester, she had an overall B average, but this
semester she is in academic difficulty and has been told she
will be on academic probation if her grades don‘t improve

% ASAM Amgric_an SCJCiE:tY of _5;5 Treatment of OpfOId
Addiction Medicine ¢ Use Disorder Course
wfes waiver qualifying requirements

Asavh Includies woaiver




When she doesn’t use heroin, she has anxiety, muscle aches,
diarrhea and can’t sleep. She recognizes the symptoms as
heroin withdrawal and was surprised because she thought
she could not develop withdrawal with sniffing drugs

She smokes cigarettes V2 pack per day

She drinks alcohol on the weekends up to 3 drinks per
occasion

She denies other drug use

She has no prior history of addiction treatment

L - ASAM American Society of ; Treatment of Opioid
Addiction Medicine

t Use Disorder Course
Asath Includes waiver qualifying requirements




Does Susan meet the criteria for DSM 5 moderate to severe
opioid use disorder?

Is Susan a candidate for office-based opioid treatment with
buprenorphine/naloxone? What additional information
would you need to make that decision?

If you decide to treat Susan with buprenorphine/naloxone,
what will be your treatment plan and goals?

, "'-. ASAM American Society of .E?g. Treatment of Opioid
3 Addiction Medicine

¢ Use Disorder Course
wfes waiver qualifying requirements

Asavh Includies woaiver




She was induced on buprenorphine in the office and given a
prescription for 6 day supply of bup/nx (16/4 mg/day), and was
told to participate in the clinic’'s 2x per week relapse prevention
group and to schedule individual counseling at an off-site
program

She was told she needed to attend the relapse prevention group
in order to get her next bup/nx prescription

She returns 3 days later having taken 16/4 mg/day for 3 days

She has not attended the relapse prevention group nor arranged
for counseling

2, 3 ASAM American Society of _5;E Treatment of Opioid
ke Addiction Medicine
Asan

t Use Disorder Course
Includes waiver qualifying requirements




¢ What will be your treatment approach at this time?

L - ASAM American Society of i Treatment of Opioid
Addiction Medicine
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¢ She was partially compliant with treatment for 3 weeks
including attending all but 1 of the relapse prevention groups
but never started counseling

¢ She states she has been too busy to go to counseling. She goes
to school 5 days per week and has a new job working evenings
as a waitress at a pub

% ¢ ASAM American Society of i Treatment of Opioid
Addiction Medicine t Use Disorder Course
whes waiver qualifying requirements
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¢ Should you require Susan to attend counseling? Why?
Why not?

L - ASAM American Society of i Treatment of Opioid
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She then returns in 4 days (3 days before her follow up
appointment) and states that one of her friends stole her bup/nx
tablets

Her urine is buprenorphine negative and opiate positive. She
states she is sniffing heroin again to prevent withdrawal after
running out of bup/nx

She has been missing too many classes and has had to change
her status to part-time student. She told her parents that she

needs time away from school to figure out what her major should
be

She wants "one more chance” to restart bup/nx treatment

5 : ASAM American Society of i Treatment of Opioid
ke Addiction Medicine {
Asan
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¢ What would you recommend for Susan at this point?

L - ASAM American Society of i Treatment of Opioid
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% ASAM American Society of _5?5 Treatment of Opioid
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52-years-old maintained on bup/nx 24/8 mg per day for the
past 10 years

His opioid use disorder began after a motorcycle crash
resulting in multiple fractures and orthopedic surgeries. He
was treated with high dose morphine and quickly escalated
his use and lost control of his prescriptions

He realized he had a problem when he ran out of his morphine
and had severe withdrawal symptoms

t Use Disorder Course
Includes waiver qualifying requirements



He believes buprenorphine is a "miracle drug” as he believes it
has saved his life. He is not in counseling but attends AA 3-4
meetings per week and has a sponsor

He has a history of alcoholism and has been sober for >20 years

He has severe chronic right knee pain which he has been told is
due to arthritis after his traumatic knee injury. His pain had
been well controlled on split dose buprenorphine (8/2 mgTID),
ibuprofen and acetaminophen

Now is pain is so severe, he has had to take time off from work

i, % ASAM American Society of i Treatment of Opioid
ke Addiction Medicine
saW

t Use Disorder Course
Includes waiver qualifying requirements




He is now being scheduled for an elective right total knee
replacement

He was told in the preoperative clinic that he needs to get off his
buprenorphine for at least 5 days before his surgery

He was told that the buprenorphine will prevent the pain
medication from working and that the pain medications will
likely put him into withdrawal if he is still taking the
buprenorphine

He was told to talk to you about his perioperative buprenorphine
management

2, 3 ASAM American Society of _5;E Treatment of Opioid
ke Addiction Medicine
Asan
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¢ What do you recommend regarding his buprenorphine
maintenance perioperatively?

¢ What do you recommend regarding his pain management
perioperatively?
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¢ You are called by an ED colleague for advice on treating
acute pain in your patient Mark who you are treating
with buprenorphine maintenance...

- 32Y.0. male with severe, 10/10, right shoulder pain after an
acute dislocation and rotator cuff tear while playing flag
football

+ His shoulder will be reduced and stabilized in the ED with
orthopedic follow-up in 5 days

. % ASAM American Society of _5?5 Treatment of Opioid
ke Addiction Medicine
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Has a 10 year history of prescription opioid use disorder

Has been maintained on buprenorphine 16 mg SL per day for the
past 2 years

Engaged in weekly group counseling, goes to NA meetings 2-3
times per week and has had no relapses since starting office-
based treatment

He works full-time as a mechanic at aVW dealership

% ASAM American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
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¢ What would you recommend for pain
management in the ED?

¢ What would you recommend for pain
management upon discharge from the ED?
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Substance Abuse and Mental Health Services Administration

 SAMHSA

www.samhsa.gov * 1-877-SAMHSA-7 (1-877-726-4727)

0" £ UPRENORPHINE
"% . Waiver Notification Form

Entering a 30 Patient Notification




Submitting a 30 patient

Notification form on line
I I

[Edit" View  History™ Bookmarks " Tools " Help"

Mail - CSATBuplnfo - Outl... *  Enter and Update Waiver Notif... x X Buprenorphine Pharmacy L... x)-" DSG Web Form Site x \\E Federal Register | Medicati.. ®  Enter and Update Waiver Notif... x | +

2 | (i) | buprenorphine dsgonline.com/forms/select-practitioner-type.php [ e U -.r ] '4
lost Visited @ Administration Menu i Mail - CSATBupInfo -.. X Medication-Assisted T... @ AIM DocFinder ¥ Buprenorphine Physici.. @ SAMHSA Buprenorphi... @ eFax: Log into My Acc... Dynamics SL § Atlassian Cloud

XSAMHSA Buprenorphine Waiver Notification View Practfioner Profie

Before you begin
Before starting this application, please make sure you have

* Your DEA Number
* Your State Medical License Number
* Your Training Certificate Information

Do you work for the US military, Veterans Administration, or Indian Health Service?

Yes No
Next

Answer the question yes or no and click the Next button.

XSAMHSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)




Check your eligibility
IS N .

*Use the drop down menu to select your licensing state.

*Enter your medical license number, letters and numbers only. No
spaces or dashes.

*Enter your DEA number, letters and numbers only.

Click the Submit button.

1
iprenorphine.dsgonline.com/forms/verify-waiver-limit-request.php C @ & o b

v — - - I

Visited @ Administration Menu i Mail - CSATBuplnfo -.. X Medication-Assisted T... @ AIM DocFinder @ Buprenorphine Physici.. @ SAMHSA Buprenarphi... @ eFax: Log into My Acc... Dynamics SL Q Atlassian Cloud

SAMHSA Buprenorphine Waiver Notification View Pracitioner Profle

Check your waiver eligibility

Enter your information below to check your waiver eligibility and get started.

Licensing State:

Alabama E‘

State Medical License Number:

Letters and numbers only. No spaces or dashes.

DEA Registration Number:

Letters and numbers only. No spaces or dashes.

XSAMHSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)



Eligible?
DTN e e

The system will indicate the number of patients you are
eligible to submit a Notification for. Click the Next button.

LJulJICI IV ] ] l.JI IS vwaivel iNJuineawun i

Eligible For Waiver Level 30

It appears your Information Is not In our database. Recheck your data, or click next to apply for the Notificaton of Intent (30 patient limit)

MNew Jarsay

Sevewesresreveewed Numbaer:

DEA Registration Number:

The state, medical license and DEA number will be pre-populated

Substance Health vis
. MMHM
www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)




Complete Notification Form
S

1A. Enter your name and suffix. (M.D. or D.O.)
1B. Medical license number will be pre-populated
1C. License state will be pre-populated

1D. DEA number will be pre-populated

dsgonline.com Bl = @ 3 & K

Visited @ Administration Menu 58 Mail - CSATBuplnfo - .. ¥ Medication-Assisted T.. @ AIM DocFinder @8 Buprenorphine Physici.. &8 SAMHSA Buprenarphi... ’ eFax: Log into My Acc... m Dynamics 51 Q Atlassian Cloud

SAMHSA Buprenorphine Waiver Notification [EX})

Notification of Intent to Use Schedule IlI, 1V, or V Opioid Drugs  swa-167 Fom Asproved: 0320-0234

for the Maintenance and Detoxification Treatment of Opiate Date: 07/31/2018
Addiction under 21 USC § 823(g)(2) ST S
Mote, Notdcatson s reguined by § 303(g)(2), Controlied Substances Act (21 USC § B23{gH2)). Sce nstructions below,

1A. NAME OF PRACTITIONER

First Name Middle Name Last Name Suffix
1B. State Medical License Number License State 1D. DEA Registration Number @
New Jersey X

Only one address should be specified. For the practitioner to dispense the narcotic drugs or combinations to be used under this notification, the primary address listed here must

A tha cama arimans addrace lictad in tha Aarastiianarde ranictratian nindar £ Q92400
Substance
. ﬂMHM

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)




2. Address —if you are plan to store buprenorphine on site you will need to provide the
address you are listed under with DEA. Otherwise you may provide an address in your
licensing state. Do not enter a P.O. Box as your street address.

. Enter phone number

. Enter fax number

. Enter email address, twice. Please provide an email address the regularly access. All
correspondence form SAMHSA will be via email.

7] Buprenorphine Waiver Notification m

g bW

25ma03737400 MNew Jersey > AT9254564

Only one address should be specified. For the practitioner to dispense the narcotic drugs or combinations to be used under this notification, the primary address listed here must
be the same primary address listed in the practitioner's registration under § 823(f).

2. ADDRESS OF PRIMARY LOCATION 3. TELEPHONE NUMBER
Address Line 2 Extension (if applicable)
Ccity
4. FAX NUMBER
Union

State

New Jersey x 5. EMAIL ADDRESS
Zip Code
07083 Confirm Email Address

XSAMHSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)



6. Purpose of Notification

the New box will be pre-checked

7. Check the box, that you will only use approved Schedule lll, IV, & V
medications

BiC| 9 % O b

ohine.dsgonline.com/forms/

Administration Menu i Mail - CSATBupInfo - ... X Medication-Assisted T... @ AIM DocFinder @ Buprenorphine Physici.. @ SAMHSA Buprenorphi... @ eFax: Log into My Acc... Dynamics SL ? Atlassian Cloud

q Buprenorphine Waiver Notification [EX})

New Notification - an initial notification for a waiver submitted for the purpose of obtaining an identification number from DEA for inclusion in the registration under 21 USC §
823(f).

New Notification, with the intent to immediately facilitate treatment of an individual (one) patient - an initial notification submitted for the purpose described above, with
the additional purpose of notifying the Secretary and the Attorney General of the intent to provide immediate opiate addiction treatment for an individual (one) patient pending
processing of this waiver notification.

Second Notification - For physicians who submitted a new notification not less than one year ago and intend and need to treat up to 100 patients. (See Office of National Drug
Control Policy Reauthorization Act of 2006.)

6. PURPOSE OF NOTIFICATION

New Notification Second notification of need and intent to treat up to 100 patients

[ New Notification, with the intent to immediately facilitate treatment of an individual (one) patient
7. CERTIFICATION OF USE OF NARCOTIC DRUGS UNDER THIS NOTIFICATION

[T I certify that | will only use Schedule IIl, IV, or V drugs or combinations of drugs that have been approved by the FDA for use in maintenance or detoxification treatment and that have
not been the subject of an adverse determination.

XSAMHSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)



8. Certification of Qualifying Criteria

Check the appropriate box if you have a sub-specialty in Addiction medicine or psychiatry.
Check the appropriate box for the 8 hour training course you completed.

Enter the date the training was completed.

Enter the city where the training was completed. If you have complete an on-line course type
“web” for your city

The state will be pre-populated but you may change it if it does not correspond with where you
complete on site training.

A Buprenorphine Waiver Notification [EI}

ROt Deen e sunject of an agverse ceteminancn

8. CERTIFICATION OF QUALIFYING CRITERIA

| certify that | mect at least one of the following crfieria and am therefore a qualifying physician (Check and provide copies of documentation for all that apply):

Subspecialty board certification in addiction psychiatry from the American Board of Medical Specialties

Addiction certification from the American Soclety of Addiction Medicine
Subspeclalty board certification in addiction medicine from the American Osteopathic Assoclation
Completion of not less than eight hours of training for the treatment and management of opioid-dependent patients provided by the following organization(
American Soclety of Addiction Medicine [ASAM)
#| American Academy of Addiction Psychiatry (AAAP)
American Medical Association (AMA)
American Osteopathic Assoclation (AQA or AOAAM)

American Psychiatric Association (APA)

Other (Speciy, include date and kc.atior
Date and location of training {Use "Web" for city if web training was received):
Date City State
08/11/2016 = web New Jersey x
Participation as an invest galoru‘ one or more clinical trials |23C||‘g to the approval of a Schedule I, IV, or V narcotic arug for maintenance or detoxification treatment

State medical licensing board-approved experience or training in the treatment and management of opicid-dependent patients

Other

X SAMELSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)




9.

9. Certification of Capacity

Check box — must certify that you will refer patients for counseling.
10. Certification of Maximum Patient Load — button is pre-populated
11. Consent to Release Contact Information — click the “consent” or “do not

consent” button

12. Check the box which states that you have not knowingly given false

information.

CERTIFICATION OF CAPACITY

that | have the capacity to refer patients for appropriate counseling and other appropriate ancillary services

10. CERTIFICATION OF MAXIMUM PATIENT LOAD

1

p—y

| certify that | will not exceed 30 patients for maintenance or detoxification treatment at one time.

Second Notification - | need to treat up to 100 patients and | certify that | will not excesd 100 patients for maintenance or detoxification treatment at one time.

The SAMHSA Buprenorphine Physician and Treatment Program Locator Waeb site is publicly accessible at hitp///buprenorphine. samhsa gov/bwns_locator. The Locator Wab site
lists the names and practice contact information of physiclans with DATA walvers who agree to be listed on the site. The Locator Web site Is used by the treatment-zeeking
public and health care professionals to find physicians with DATA waivers. The Locator Web site additionally provides links to many other sources of information on substance
abuse. No physician listings on the SAMHSA Buprenorphine Physician and Treatment Program Locator Web site will be made without the express consent of the physician.

. CONSENT TO RELEASE IDENTIFYING INFORMATION TO SAMHSA BUPRENORPHINE PHYSICIAN AND TREATMENT PROGRAM LOCATOR WEB SITE

consent to the release of my name, primary address, and phone number to the SAMHSA Buprenorphine Physician and Treatment Program Locator Web site.

do not consent to the release of my name, primary address, and phone number to the SAMHSA Buprenorphine Physician and Treatment Program Locator Web site.

12.

v
col
co

21

certify that the information presented above is true and corract to the best of my knowledge. | certify that | will notify SAMHSA at the address below if any of the information

ntained on this form changes. Note: Any false, fictitious, or fraudulent statements or information presented above or misrepresentations relative thereto may violate Federal laws and
uld subyj

you 1o prosecution, andior monetary penalties, and or denial, revocation, or suspension of DEA re-glstralion. (See 1B USC § 1001; 31 UsSC §§ 3B01-3812;
USC §824.)

 SAMHSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)



Type you name in the box as your signature.
Type in your DEA number matching the one you
entered initially.

Click the Submit button.

| certify that the information presented above is true and correct to the best of my knowledge. | certify that | will notify SAMHSA at the address below if any of the information
contained on this form changes. Note: Any false, fictitious, or fraudulent statements or information presented above or misrepresentations relative thereto may violate Federal laws and
could subject you to prosecution, and/or monetary penalties, and or denial, revocation, or suspension of DEA registration. (See 18 USC § 1001; 31 USC §§ 3801-3812;

21USC §824)

12.

Please type your name to sign this electronic form. Submission Date: 08/11/2016

Please re-enter your DEA Registration Number to verify:

This form is intended te facilitate the implementation of the provisions of 21 USC § 823(g)(2). The Secretary of DHHS will use the information provided te determine whether
practitioners meet the qualifications for waivers from the separate registration requirements under the Controlled Substances Act (21 USC § 823(g)(1)). The Drug
Enforcement Administration will assign an identification number to qualifying practitioners and the number will be included in the practitioner’s registration under 21 USC §

823(f).

Privacy Act Information
Authority: Section 303 of the Centrolled Substances Act of 1970 (21 USC § 823(g)(2)). Purpose: To obtain infermation required to determine whether a practitioner meets
the requirements of 21 USC § 823(g)(2).Routine Uses: Disclosures of information frem this system are made to the following categories of users for the purposes stated:

Substance

 SAMHSA

www.samhsa.gov « 1-B77-SAMHSA-T (1-877-726-4727)



When the Notification is submitted successfully you will
receive a confirmation.
If it has not, an error message will indicate what needs to be
corrected.

ost Visited ¥ Administration Menu i Mail - CSATBupinfo - . ' Medication-Assisted T.. & AIM DocFinder @ Buprenarphine Physici.. @ SAMHSA Buprenomphi.., d efax: Log into My Acc. m Dynamics 51 § Atlassian Cloud

XSAMHSA Buprenorphine Waiver Notification [ELJ)

Notification of Intent to Use Schedule IlI, IV, or V Opioid Drugs  swa-1s7 Fom approved: 0930-0234
for the Maintenance and Detoxification Treatment of Opiate Date: 07/31/2018
Addiction under 21 USC § 823(g)(2) See OMB Statement Below

Hote: Notfication is requires

{21 USC § 823(gk?)) See nstruction:

+' Your Walver Notification has been successfully submitted

P
. ﬂM[M
www.samhsa.gov + 1-B77-SAMHSA-T (1-877-726-4727)



Questions?
or call 301-656-3920

% AS A M American Society of Treatment of Opioid
Addiction Medicine ¢ Use Disorder Course
Includes waiver qualifying requirements
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