
§ Adults with OUD not currently receiving treatment are randomized to 1 of 2 groups:
§ IBT (n=31): Following buprenorphine stabilization, IBT participants visit clinic every 2 weeks to ingest dose, 

provide observed urine sample, and receive their remaining doses via a computerized Med-O-Wheel device. 
They also complete daily, automated Interactive Voice Response (IVR) System phone calls to assess recent drug 
use, craving, and withdrawal and IVR-generated random call-backs (~2x/month). Finally, participants complete 
mobile health HIV+Hepatitis C and opioid overdose educational interventions. 

§ Waitlist Control (n=36): WLC participants remain on the waitlist.
§ Both groups complete monthly follow-ups at Study Weeks 4, 8, 12, 16, 20, and 24.

§ Based on their residence, participants complete study visits either at a non-rural or one of three rural sites. 

Table 1. Participant Characteristics IBT
(n=31)

WLC
(n=36) p-value

Age, yrs 38.1 + 11.4 39.8 + 12.4 p= .58

Female, % 39% 58% p= .11

Non-Hispanic white, % 97% 83% p= .07

Education, yrs 12.5 + 1.7 12.4+1.2 p= .76

Employed full time, % 61% 36% p= .04
Rural, % 45% 44% p= .95

Primary past year opioid of abuse, %
- Heroin
- Prescription opioids

16%
84%

17%
83%

p= .95
p= .95

Primary past year route, %
- Oral/sublingual
- Intranasal
- Inhalation
- Intravenous

58%
29%
0%

13%

56%
19%
3%

22%

p= .51

Duration of regular use, yrs 10.4 + 6.0 9.2 + 7.2 p= .48

Past-month cocaine use, % 42% 36% p= .63

Ever used IV, % 52% 56% p= .75

Ever used heroin, % 74% 64% p= .36

Ever overdosed on opiates, % 19% 33% p= .20

Addiction Severity Index (ASI)ª

Alcohol .087 + .13 .063 + .10 p= .40

Drug .321 + .12 .327 + .10 p= .84

Employment .496 + .35 .564 + .31 p= .40

Family .120 + .18 .118 + .19 p= .97

Psychiatric .220 + .19 .315 + .21 p= .06

Medical .273 + .37 .376 + .41 p= .29

Legal .034 + .09 .065 + .13 p= .27

§ America’s opioid epidemic continues to exact a devastating toll on individuals and communities, driving increasing 
rates of overdose and premature death and imposing an estimated $78.5 billion economic burden (Florence et al., 
2016; Gomes et al., 2018; Scholl et al., 2019). 

§ These consequences are often especially pronounced in rural geographic regions (Palombi et al., 2018).
§ While maintenance treatment with methadone or buprenorphine is efficacious in reducing illicit opioid use, IV drug 

use, overdose, criminal activity, and infectious disease, demand for treatment can far exceed available capacity in 
many areas of the country, particularly rural regions (Sigmon, 2014, 2016).

§ We recently completed a randomized 12-week pilot study (n=50) demonstrating the initial efficacy of a novel, 
technology-assisted Interim Buprenorphine Treatment (IBT) intervention vs. continued waitlist control (WLC) for 
reducing illicit opioid use and other risk behaviors during waitlist delays (Figure 1; Sigmon et al., 2016). 

§ Our current ongoing, larger-scale trial expands upon the pilot in several key ways: 
§ Increases duration from 3 to 6 months
§ Extends to individuals residing in rural, medically-underserved geographic areas 
§ Includes a new component to address opioid overdose risk

§ Here we present preliminary primary outcomes on illicit opioid abstinence from this ongoing randomized clinical 
trial. We also examined whether therapeutic response to IBT varies as a function of rurality.
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§ Figure 1. In our initial feasibility study (Sigmon et al., 2016), participants randomized to IBT achieved 
significantly greater abstinence from illicit opioids over 3 months, with  88%, 84%, and 68% of IBT vs. 0% of 
WLC participants abstinent at Study Weeks 4, 8, and 12 (p’s<.001). Asterisks denote significant differences 
between groups.
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§ Despite the efficacy of opioid agonist therapy in reducing health and societal consequences of OUD, the demand for treatment far exceeds available 
capacity, particularly in rural geographic areas (Sigmon 2014, 2016).

§ In an initial feasibility study with a limited sample size and duration, we observed that individuals randomized to the IBT group achieved 
significantly greater sustained illicit opioid abstinence as compared with WLC counterparts (Sigmon et al., 2016).

§ Thus far in our efforts to replicate and further build upon those initial promising results, we are observing similarly high levels of illicit opioid 
abstinence that are generally sustained over the longer 6-month duration. 

§ These effects appear to be independent of rurality; both rural and non-rural IBT participants are achieving significantly greater illicit opioid 
abstinence as compared with WLC counterparts.

§ Additionally, IBT appears to continue to be efficacious throughout social quarantine. The Med-O-Wheel, which holds 28 doses, meets SAMHSA’s 
March 2019 guidance permitting states to request up to 28-days of take-home medication for OUD. Its tamper-resistant technology minimizes 
diversion risk as individuals across the country face employment challenges and financial insecurity. The IVR system permits staff to virtually track 
changes in withdrawal and craving without needing to interface with participants in person. Altogether, IBT has been able to provide technology-
assisted buprenorphine while adhering to social distancing recommendations.

§ Upon completion of this randomized trial, we hope to contribute additional empirical evidence that low-barrier, technology-assisted buprenorphine 
dosing can promote sustained illicit opioid abstinence and reduce drug-related harms over extended periods and diverse settings.
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Figure 1

§ Figure 2. When outcomes are examined between rural (n=30) and non-rural (n=37) participants, those 
randomized to the IBT group are achieving significantly greater illicit opioid abstinence, with 90%, 87%, 84%, 
87%, 87%, and 87% abstinent vs. WLC, with 6%, 25%, 28%, 33%, 33%, and 39% abstinent throughout the 
extended, 6-month duration (p’s<.001).

§ Figures 3 and 4. Experimental group differences in illicit opioid abstinence 
between IBT and WLC groups are generally similar across rural and non-rural 
study sites, with less robust differences at end of treatment among non-rural 
participants.
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