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Retention is a challenge

Retention in methadone treatment remains a challenge

• 60% retained at 12 months overall

• < 50% in many real world settings

O’Connor et al Plos One 2020
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Traveling for methadone

Opioid treatment program

SAMHSA
Certified

Primary care clinic

Local community
?

Patient with opioid use disorder
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Limited availability
A. Drive time to nearest OTP B. Drive time to nearest dialysis center

Joudrey et al JAMA Network Open 2022

OTP = Opioid treatment program
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Community resistance to OTPs 

Photo credits: 1970 Black News (via Zoe Adams) and New Haven Independent 2022 
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Office based methadone

Opioid treatment program

SAMHSA
Certified

Primary care clinic

Local community

Patient with opioid use disorder

Office based practice

Community pharmacy
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Methadone medical maintenance

Published 1985
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Methadone medical maintenance

Published 1985
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Office based methadone

• Is methadone treatment safe and effective when 
initiated within office-based settings?
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Methadone provision within United 
States and Canada

Opioid treatment program

Federally
Certified

Addiction specialist Office-based

Community pharmacy
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Stigma of methadone in the US

JAMA 1976
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Comparative effectiveness in the 
setting of illicit fentanyl analog use

Buprenorphine Methadone

Versus
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Office-based clinical team

Office-based practice
• Two to three experienced buprenorphine prescribers

Community pharmacy
• Open six or more days a week
• One or more study pharmacist
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Study sites

1. Highland Hospital Bridge Clinic at Alameda Health System,
Oakland, CA

2. Outpatient Buprenorphine Induction Clinic, UCSF, San
Francisco, CA

3. Office Based Addiction Treatment Program, BMC, Boston, MA
4. Division of Addiction Sciences P.R.O.A.C.T, Huntington, WV
5. Rapid Start Clinic, Kaiser Permanente Colorado, Denver, CO
6. Hennepin Healthcare Addiction Medicine, Minneapolis, MN
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DEA regulatory exception 

Obtained exemption to 21 CFR 1306.04(c) for each 
study site

Required exemptions per site:
• 2-3 prescribers
• 1 or more pharmacies
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Additional outreach 

• SAMHSA

• State opioid treatment authorities (SOTAs)
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Methadone formulation

• 5 mg and 10 mg tablets

• 40 mg diskettes (preferable if available)

• No liquid 
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Methadone treatment structure
Day 1 2 3 4 5 6 7 8 9 10 11 12 13 14

Prescriber Visit x *x At least 2 days At least 2 of 7 days

Pharmacy Visit At least 6 of 7 days At least 5 of 7 days

Prescribing Clinician 

 Methadone dose titrated by office-
based prescriber

 Prescriptions will be written for between
1-28 days

 Days 8-168: Office visits at least 28-days

Pharmacy

 Prior to dispensing take-home dose a
pharmacist will observe ingestion of 1
dose at each visit

 Tablet formulation will be used
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Study overview

Hybrid Type 1 effectiveness/implementation study

Pragmatic trial design
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Study aims

Aim 1: Training aim
• Train approximately 6 large office-based BUP sites to 

provide office-based methadone with pharmacy 
administration and/or dispensing
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Training and pilot

• In person training site prescribing and pharmacy team

• Monthly learning collaborative

• Successfully pilot office-based methadone with three 
patients

Presentation from the CDUHR Symposium: Strategies to Improve OUD Treatment Systems - April 9, 2024. 
DO NOT DISTRIBUTE OR POST TO OTHER WEBSITES WITHOUT PERMISSION FROM DR. PAUL JOUDREY.



Study aims

Aim 2: Effectiveness aim
• Office-based methadone versus office-based BUP on

retention in treatment (as randomized) during the168 days
post-randomization

Aim 3: Implementation aim 
• Identify implementation barriers, facilitators and acceptability

at the patient, provider and health-systems level for office-
based methadone
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Study overview
Recruit, Enroll, Randomize 

600 participants across 6 OBOT sites 
Approximately 100 participants per site, patients initiating a new MOUD episode 

Randomized to one of two medication study conditions

Office-based BUP
N = 300

Office-based 
methadone

N = 300
Office-
based

prescriber

Community-based 
pharmacy delivery

Strategies for retention; 
behavioral treatment, addressing 

adherence, more frequent 
monitoring
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Effectiveness aim eligibility 

Include
• 18 and older and DSM-5 OUD
• Starting new MOUD treatment episode

Exclude
• More than 72 hours of MOUD in the 7 days prior to 

randomization as a “bridge” to the new OUD treatment 
episode
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Eligibility continued 

Exclude
• Known contraindication to methadone

• Pregnant by urine hCG and does not agree to prenatal ob/gyn care

• Actively suicidal or severely cognitively impaired precluding informed consent

• Requiring residential or inpatient treatment services as determined by site clinician

• Unable to provide reliable locator information

• Unwilling to follow study procedures

• Prior enrollment in the current study

• Currently enrolled in another research study which will conflict with study procedures

• Currently in jail, prison or other overnight facility or have pending legal action that could prevent
participation in study activities

• Unable to conduct research assessments in English
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Effectiveness aim outcomes 

Primary
• Number of days until MOUD treatment discontinuation (as 

randomized) during the 168 days post-randomization

Selected secondary
• Days in any MOUD treatment
• Days with self-reported opioid, stimulant, and benzodiazepine use
• Participant satisfaction
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Implementation aim eligibility 

Interviews and focus groups with:

• Study site clinicians and staff involved in the treatment
of patients with OUD along with healthcare
administrators and regulators

• Patients randomized to office-based methadone
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Study timeline
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Thank you

pjoudrey@pitt.edu

Presentation from the CDUHR Symposium: Strategies to Improve OUD Treatment Systems - April 9, 2024. 
DO NOT DISTRIBUTE OR POST TO OTHER WEBSITES WITHOUT PERMISSION FROM DR. PAUL JOUDREY.


	CTN 0131 Office-based methadone versus buprenorphine to address retention in medication for opioid use disorder treatment
	Project leadership team
	Outline
	Retention is a challenge
	Traveling for methadone
	Limited availability
	Community resistance to OTPs 
	Office based methadone
	Methadone medical maintenance
	Methadone medical maintenance
	Methadone medical maintenance
	Methadone medical maintenance
	Office based methadone
	Methadone provision within United States and Canada
	Stigma of methadone in the US
	Comparative effectiveness in the setting of illicit fentanyl analog use
	Outline
	Office-based clinical team
	Study sites
	DEA regulatory exception 
	Additional outreach 
	Methadone formulation
	Methadone treatment structure
	Outline
	Study overview
	Study aims
	Training and pilot
	Study aims
	Study overview
	Effectiveness aim eligibility 
	Eligibility continued 
	Effectiveness aim outcomes 
	Implementation aim eligibility 
	Study timeline
	Thank you
	NIDA Clinical Trials Network Task Force
	Title slide 1
	Headline here
	Section Head Here
	Slide Number 40



