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To Fight the Opioid Crisis
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US Overdose Deaths
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Why Focus on the ED?

g,

July 2016 - September 2017

30% ' Visits for Opioid Overdose

MMWR, March 9, 2018
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EDs and Emergency
Physicians can...

Identify patients with opioid use disorder

Initiate treatment
- buprenorphine
- overdose education & naloxone distribution
Link to continued opioid agonist treatment
& preventive services
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What is the Evidence?



A Randomized Trial of ED-Initiated
Interventions for Opioid Dependence

D'Onofrio, G., O'Connor, P.G., Pantalon, M.V., Chawarski, M.C.,

Busch, S.H., Owens, P.H., Bernstein, S.L. and Fiellin, D.A.
Original Investigation

Emergency Department-Initiated Buprenorphine/Naloxone
Treatment for Opioid Dependence
A Randomized Clinical Trial

Gail D'Onofrio, MD, MS; Patrick G, O'Connor, MD, MPH. Michael V. Pantalon, PhD; Marek C. Chawarsks, PhD
Susan H. Busch, PhD; Patricia H. Owens, MS; Steven L. Bernstein, MD; Dawvid A_ Fellin, MD

JAMA Report Video and
IMPORTANCE Opioid-dependent patients often use the emergency department (ED) for Author Video Interview at
medical care. jJama.com

CME Quiz at ) a
OBJECTIVE To test the efficacy of 3 interventions for opioid dependence: (1) screening and jamanetworkeme./ MA

referral to treatment (referral); (2) screening, brief intervention, and facilitated referral to CME Questions p
community-based treatment services (brief intervention); and (3) screening. brief

intervention, ED-initiated treatment with buprenorphine/naloxone, and referral to primary

care for 10-week follow-up (buprenorphine)

DESIGN, SETTING, AND PARTICIPANTS A randomized clinical trial involving 329
opioid-dependent patients who were treated at an urban teaching hospital ED from April 7,
2009, through June 25, 2013.

INTERVENTIONS After screening. 104 patients were randomized to the referral group. 111 to
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MAT: 2x More Likely to be Engaged in
Addiction Treatment at 30 Days

100% -

g

80% -

70% -
60% -
50% -
40% -
30% -

Referral Brief Intervention Buprenorphine
20%

Proportion in Treatment at 30 Days

10%

0% -

P<0.001
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Medication for Opioid Use Disorder

Primary Exposure Classification: With Discontinuation*
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LaRochelle. Annals of IM 2018
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The latest research shows that
we really should do something
with all this research
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NIDA Clinical Trials Network: Opioid Use Disorder in the ED
Project ED Health (CTN-0069)

Design: Hybrid Type 3 Effectiveness-Implementation Study

Ethan Cowan MD J :
Mt Sinai — Beth Israel e
= " LU Lynn Richardson MD

Mt Sinai
q .
GA g 3

T Richard Rothman MD, PhD
Michael Lyons, MD Johns Hopkins
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University of Washington
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Clinical Trials Network



|0079 Clinical Trials Network: Initiating Extended Release Buprenorphine
for OUD in Low Resourced, High Intensity EDs
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EMBED: Pragmatic trial of user-centered
clinical decision support to implement
EMergency department-initiated
BuprenorphinE for opioid use Disorder

UG3 AT009851-01
UG3-UH3
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Diffusion of Innovations

Rogers. Diffusion of Innovations 1962
Gladwell. Tipping Point 2000
Dearing & Cox. Health Affairs Feb 2018

A

Early Late
§ Innovators majority majority Laggards
25% 34.0% 34.0% 16.0%
Mean-25D  Mean-15D Mean Mean+ 15D
Percentages



Diffusion of Innovations

Parameters of a typical diffusion study

Discontinuance of an innovation

Most innovations
fail to diffuse

* Rogers. Diffusion of Innovations 1962
* Gladwell. Tipping Point 2000
* Dearing & Cox. Health Affairs Feb 2018

w. i Proportion or number o: a!opters o I .m



Background: HIT

Poor health IT (HIT) usability is major source of
frustration with clinicians

Electronic health record (EHR) usability is a
fundamental barrier to implementation of

evidence-based medicine Conceptual

Design

IT should be designed to meet user needs

. Launch User-Centered
User-centered design L& | DesignProcess
streamline workflows R
address barriers to adoption L

embed ED-initiated BUP into routine ED care

to optimize adoption, dissemination,
implementation, and scalability

..ﬂ. NIH EU”abDratUFYRethinking Clinical Trials®

Health Care Systems Research Collabaratory
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Aims: UG3

* UG3 Aim 1. Develop a pragmatic, user-centered CDS for ED-
initiated BUP and referral for MAT in ED patients with OUD which
will automatically identify and facilitate management of potentially
eligible patients.

* UG3 Aim 2. Establish the infrastructure for the proposed trial.

MAYO CLINIC
HEALTH SYSTEM

Define

/ Al \
l

£ As5e55
Derive
Launch User-Centered Nt feasibilizy ! Adjustto e
8 Design Process S o real wiorld S
Maintenence challenges settings R

Design &
Implementation imalement Invalve |
warkflaw ’ “?,',‘52';}2;51

DUNC

HEALTH CARE
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Intervention Group: 10 Emergency Departments

Control Group: 10 Emergency Departments

Go live Ongoing Recruitment:
& washout 18 month trial
L 8
Manth 0 Maonth 3 Marnth 21
UH3 Aims

1. Compare the effectiveness of user-centered CDS for BUP
to usual care on outcomes in ED patients with OUD.

2
>
>
>
-

2. Disseminate the EMBED intervention nationally
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Ted Melnick, MD, MHS
Gail D’Onofrio, MD, MS

Design
Matt Maleska
Jessica Ray, PhD

Technology

Allen Hsiao, MD

Yauheni Solad, MD, MHS
Hyung Paek, MD, MSEE
Cynthia Brandt, MD, MPH

Data coordination
Jim Dziura, PhD, MPH
Lilly Katsovich, MBA
Charles Lu

Project Coordinator
Shara Martel MPH, MS
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Teams and People

External collaborators

UNC

Tim Platts-Mills, MD,
MSc

Mehul Patel, PhD
Mayo

Molly Jeffery, PhD
UAB

Erik Hess, MD, MSc

Jim Galbraith, MD
Also: UC Davis

Josh Elder MD, MPH,
MHS

Colorado
Jason Hoppe, DO

Within each system
Medical director
Clinical champions
IT leaders
MAT site contacts
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EMBED TIMELINE

YEAR 1

YEAR 2

YEAR 3

YEAR 4

YEAR 5

Q1

Q2|03

Q4

Q1

Q2|Q3

Q4

Q1

Q2|Q3

Q4

Q1

Q2|Q3

Q4

Q1

Q2|03

Q4

USER-CENTERED CDS DEVELOPMENT]
Workflow Analysis; Initial Prototype Development

Usability & Field Testing
IT Build w/Local EHR Integration; Beta-Testing

PLANNING PHASE
Finalize Participating Sites & Protocols

Finalize Enrollment Targets
Finalize Data Collection Methods; IRB Approvals

TRIAL PHASE
Complete EHR Integration at All Sites

Clinical Enrollment with Ongoing Data Management
Local Formative Process Evaluation during Implementation
Wide Scale Dissemination

Final Data Analysis & Publication
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Sites

‘ pilot sites

‘ confirmed trial sites
O potential trial sites

I ]C D AVI s University of Colorado
Boulder | Golorado Springs | Denver | Anschutz Medical Campus

UNIVERSITY OF CALIFORNIA e

THE UNIVERSITY OF

ALABAMA

Health Care Systems Research Collabaratory
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User-centered design progress

* Currently 25-30 minute workflow for an addiction counselor
Diagnostic criteria
Withdrawal assessment
Readiness for treatment
Treatment initiation
Referral (detailed form completed and faxed to referral center)
* Need to embed this in ED clinician busy, dynamic, interruptive workflow

* Goal to identify, treat, and refer in 2-5 minutes while
Minimize interruptions & additional cognitive load

Allow flexibility for initiation of tool, which parts to use, clinicians training for
BUP use, novice-to-expert tool use

30 mouse clicks down to as little as 1

.-ﬂ. N | H EU I I d h 0 ratu rYRethinking Clinical Trials®

Health Care Systems Research Collaboratory
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Buprenorphine Integration Pathway

@ ED presentation

-Seeking Treatment
-Screen Positive
-Complication of Drug Use
Withdrawal
Overdose
Infection
-ldentified during the course of the visit

(2) Assess

@Treut

Identification of OUD

For OUDH based on DSM-5

. (4) Discharge
Buprenorphine & Refer to
algorithm

For withdrawal Scale

Clinical Opioid ' Treatment
Withdrawal COWS
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ED-Initiated Buprenorphine

Diagnosis of Moderate to Severe Opioid Use Disorder
Assess for opioid type and last use
Padents taking methadone may have withdrawal reactions to buprenorphine up to 72 hours after last use
Consider consultation before starting buprenorphine in these patients

(0-7) none - mild
withdrawl

(=8) mild - severe

withdrawl |

Dosing:
None in ED
Waivered provider able to Observe for 45-60 min
presctibe buprenorphine? No advertse reaction
NO If initial dose 4mg SL repeat
’/ \ 4mg SL for total 8mg
e ¥
Unobserved . Afl Pati Receive: - Observe **
0 l atents :oelve: |
| bu;_n:enorphlne Rfafeﬂal for + Brief Intereeation |
1nducl:la:l1 and referral  ongoing treatment |-Overdose Education  © Waivered provider able to prescribe
for ongoing treatment :-Naloxone Distdbutdon . bupre.ﬂorpl’ﬁne?

[T T

Notes:

*Clinical Opioid Withdrawal Scale (COWS) > 13 (Moderate-Severe) consider
starting with 8 mp buprenorphine or buprenorphine/naloxone SL

** Patient remains in moderate withdrawal may consider adding additional 4mg
and observaton for 60 minutes PtEEE:EiP ton

Warm hand-offs with specific ime & date to opioid treatment providers/

Consider return to the ED for
2 days of 16mg dosing

programs within 24-72 hours whenever possible 151‘[[%]&051[‘]5 for ea{:}tl_ day {72-hour rule)
All padents should be educated regarding dangers of benzodiazepine and un al?pomtment oF Referral for ongoing treatment
alcohol co-use ongoing treatment

Ancillary medication treatments with buprenorphine induction are not needed

..ﬂ. N I H Eu I I d b 0 ratu I-‘YRethinking Clinical Trials®

Health Care Systems Research Collabaratory



TEXT 555-555-5555

Buprenorphine (BUP) Initiation
Do you have a waiver to prescribe Buprenorphine?

No (D Yes Buprenorphine Treatment Options

WAAWNWWEBADDRESSHERE CIOM
QR CODE

Select from one of the four treatment options below

Care Pathway #1 Care Pathway #2 Care Pathway #3 Care Pathway #4 Decision Support
Start 4 mg BUP (2 Start8mg BUP | 190 it any frder i
H SIS N any aorger to
Exit / No BUP Hold in ED mg (2x) mg help youl decide
. Does the Mo Yes Yas Yes
eeiol B v v v
Opioid Use 3 DSM Cri >f= 3 DSM Criteri >/= 3 DSM Criteri 3 DSM Criteri
Dis > [= riteria) (= M Criteria) (== riteria) [=/= riteria} using D5M tool
How g Mone-to-Mild MNone-to-Mild Mild-te-Moderate Moderate-to-Severe
n — "
withdrawal? <8 <8 8-13 >13 :
' DO MOT give if intoxicated DO MOT give if intoxicated using COWS tool
S
treatment? o .
. using intenview tool
soec BN | EXE | XN
Health Care Systems Research Collaboratory



DSM 5 - Criteria for Opioid Use Disorder (OUD) sk

Ask the patient the following questions about his/her use of opioids in the past 12 months to determine a diagnosis:

Select all
that apply

1. Have you found that when you started using opioids you ended up taking more than you intended to?
2. Have you wanted to stop or cut down on using opioids?
3. Have you spent a lot of time getting or using opioids?
4. Have you had a strong desire or urge to use opioids?
5. Have you missed work or school or often arrived late because you were intoxicated, high, or recovering from the night before?
6. Has your use of opioids caused problems with other people such as with family members, friends, or people at work?
7. Have you had to give up or spend less time working, enjoying hobbies, or being with others because of your drug use?

8. Have you ever gotten high before doing something that requires coordination or concentration like driving, boating, climbing a ladder,
or operating heavy machinery?

9. Have you continued to use even though you knew that opioids caused you problems like making you depressed, anxious, agitated or irritable?
10. Have you found you needed to use much more opioids to get the same effect that you did when you first started taking it?

11. When you reduced or stopped using opiocids, did you have withdrawal symptoms or felt sick when you cut down or stopped using?
{aches, shaking, fever, weakness, diarrhea, nausea, sweating, heart pounding, difficulty sleeping, or feel agitated, anxious, irritable, or depressed)?

X v Patients with 2 or more OUD YES - Meets Criteria NO - Does Not Meet Criteria
t the criteria for BUP 2 4 e
03 symptoms meet the criteria for Return to treatment options Exit application
I I I

Mild (2-3) Moderate (4-5) Savare (6+)
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Clinical Opiate Withdrawal Scale (COWS) QR CODE

For each item, select the appropriate description of the patient’s signs or symptoms (points per symptom)

Score

L ResingPuseRate | oorbeow® o200 +o(s 1
2. Restlessness Able to sit still (0) Some difficulty sitting still ()  Frequent shifting of limbs (3) 5
3. Anxety or irritability None (0) naoeasing amounts (1) Too difficult to participato (4) 2

4. Yawning No yawning (0) 1 or 2 imes/asessment (1) Several times/minute (4) 2

5.  Pupil Size Normal (0} Moderately dilated (2) Only rim of irs visible {5) 1
Constant running/

6. Runny nose or tearing Not present (0) Nose running/toaring (2) tears streaming (4) 1

7. Tremor No tremor (0) Felt - not observed (1) Shight tremor observable (2) 4

8. Sweating No report {0} Subjactive report (1) Flushed / cbservabie (2) Streaming down face (4)

9. Gooseflesh skin Skin is smooth (0) Prominent piloerrection (5) 3
10. Bone or joint pain Not present (0) Mild discomfort (1) Unable to sit due to pain (4) 2

1. Glupset No symptoms (0) Nausea or loose stool (2) Vomiting or diarrhea (5) Multiple episodes (5) 1
<8 8-13 >13
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A Guide for Patients Beginning Buprenorphine Treatment at Home

Before you begin you want to feel very sick from your withdrawal symptoms

It should be at least. .. You should feel at |east three of these symptoms.. ..

12 hours since you used heroin/fentanyl « Restlessness » Body aches « Goose pimples

12 hours since snorted pain pills (Oxycontin) « Heavy yawning « Tremors/twitching « Stomach cramps, nausea,
16 hours since you swallowed pain pills + Enlarged pupils » Chills or sweating vomiting or diarrhea
48-72 hours since you used methadone « Runny nose « Anxious or irritable

Once you are ready, follow these instructions to start the medication

DAY 1: DAY 2:

8-12mg of buprenorphine 16mg of buprenorphine
Most people feel better the first day after 8-12mg. (Dosing depends on how early on the first day you started)

Step 1. Step 2. Step 3. Take one 16mg dose
Take the Wait 45 Still feel sick? Wait 6 Still Stop Most people feel better
first dose minutes Take next dose hours uncomfortable? with a 16mg dose
Take last dose
45 6 :
: P15 ma St
minutes am hours amg op
« Put the tablet or strip under your tongue Most people feel better « Stop after this dose Repeat this dose until your next
« Keep it there until fully dissolved after two doses = 8mg « Do not exceed 12mg on Day 1 follow-up appointment
(about 15 min.)

« Do NOT eat or drink at this time
« Do NOT swallow the medicine

If you develop worsening symptoms while starting buprenorphine before your scheduled outpatient appointment return to the emergency department
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Thank You

Ted Melnick @Ted_Melnick
Gail D’Onofrio @DonofrioGall

Websites
https://drugabuse.gov/ed-buprenorphine

https://medicine.yale.edu/edbup/
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