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Prescription opioid addiction is a growing public health problem,1,2,3 yet up to now 
there has been relatively little systematic evidence on the characteristics of this patient 
population, how they differ from heroin dependent patients, and what is the optimal 
treatment approach.

Treating prescription opioid dependence raises three questions: 
1. To what extent does adjunctive specialty drug counseling improve outcomes when 

added to buprenorphine plus medical management?

2. How long should buprenorphine treatment continue?

3. Does co-occurring chronic pain affect treatment outcome? 

The NIDA-funded National Drug Abuse Treatment Clinical Trials Network sought to 
address this gap by conducting the Prescription Opioid Dependence Treatment Study 
(POATS; CTN-0030) – a large multi-site trial examining duration of 
buprenorphine/naloxone (bup/nx) treatment, and the role of counseling treatment in 
addition to medical management for patients, with and without chronic pain dependent 
on prescription opioids.  

Method 

Treatment seeking patients (n=653) were recruited at multiple community-based 
treatment programs across the United States.  A two-phase, adaptive design was used, 
in which patients were offered a 3-week buprenorphine taper (Phase 1), and those who 
relapsed after taper completion were offered a 3-month buprenorphine stabilization and 
taper (Phase 2).4 In each Phase, patients were randomly assigned to standard medical 
management (SMM) with a physician or enhanced medical management (EMM), 
which consisted of medication management plus additional specialty opioid drug 
counseling (SMM + ODC). 
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Table 3. Success rates and relapse rates during and after each of the buprenorphine treatment phases
n Outcome SMM SMM + ODC Overall p

n ,% n, % n, %

Phase 1 653 Success 24 (7%) 19 (5.8%) 43 (6.6%) 0.44

Phase 2, Week 12 : 
End of Buprenorphine-
Naloxone Stabilization

360 Substantial Improvement 84 (46.7%) 93 (51.7%) 177 (49.2%) 0.24

Phase 2, Week 24:
Post-taper Follow-up 360 Substantial Improvement 13 (7.2%) 18 (10..0%) 31 (8.6%) 0.22

1. Sample Characteristics:  
 See Table 1 for summary of sociodemographic characteristics.
 Nearly half (42%) were stratified by the presence of current chronic pain, 

while 23% were stratified by having lifetime history of heroin use.
 20% had a history of major depressive disorder and 5% had a lifetime history 

of PTSD. 
 173 (26%) of the study participants had a lifetime history of alcohol 

dependence;101(15%) had a lifetime history of cannabis dependence; 71 
(11%) had a lifetime history of stimulant dependence; 118 (18%) had a 
lifetime history of cocaine dependence.

2. Characteristics of the subgroup with chronic pain, and how they differ from 
those without pain: Among the 149 patients with baseline chronic pain who 
entered Phase 2, 79 (53%) achieved substantial improvement, compared with 98 
(46.4%) of those without baseline chronic pain (p =0.25).  See Table 2.

3. Success rates and relapse rates during and after each of the buprenorphine 
treatment phases: Substantial improvement at the end of Phase 2 stabilization 
was significantly more likely than success at the end of Phase 1 (49.2% vs. 6.6%), 
p<0.0001); in contrast, these outcomes did not vary  between the end of Phase 1 
and the end of Phase 2 post-taper follow-up (6.6% vs. 8.6%, p<0.21).  See Table 3.

4. Effect of counseling on treatment outcome over and above standard medical 
management: Patients receiving SMM + ODC were no more likely than those 
receiving SMM alone to attain success in Phase 1 or substantial improvement at 
either week 12 (our primary outcome measure) or week 24 in Phase 2.  See Table 3.

5. Predictors of treatment outcome:  Patients with lifetime heroin use were less 
likely than those who had never used heroin to experience substantial improvement 
in Phase 2 (37.0% vs. 53.8%, p=0.002).

Table 1.  Sociodemographic characteristics

SMM + 
ODC 
(n=329)

SMM
(n=324)

Total
(n=653)

Female, % 38% 42% 40%

Age, mean sd 32.9 10.1 33.5 10.3 33.2 10.2

White race, % 91.2 91.3 91.4

Education, mean years sd 13.0 2.0 13.0 2.3 13.0 2.2

Never married, % 49.4 50.8 50.1

Employed full-time, % 63.8 62.0 62.9

Conclusion
 Tapering from opioids, whether initially or after a period of substantial 

improvement, led to nearly universal relapse.

 SMM produced outcomes equal to SMM +  opioid drug counseling.

 Patients with chronic pain did as well as those without chronic pain, and many had 
significant improvement in their pain.

 Our findings suggest that physicians in a general medical setting can successfully 
treat many patients dependent upon prescription opioids, with or without chronic 
pain, using buprenorphine-naloxone with relatively brief medical management 
visits.  However, the relative contributions of the buprenorphine-naloxone, medical 
monitoring, and the counseling component of SMM are unclear.

Specific Aim 
The specific aim was to determine what benefit, if any, does standard medication 
management plus additional opioid drug counseling (SMM + ODC) offer over 
standard medical management a) in a short-term treatment paradigm (a 4-week bup/nx 
treatment, including a 2-week dose taper) and b) in a longer-term treatment paradigm 
(12 weeks of stabilization does of bup/nx) for participants who have not responded 
successfully to the initial short-term bup/nx treatment? See Study Design Figure.  

Study Design

Data Analysis
The primary analyses compared the two treatment arms with respect to the Phase 1 
and Phase 2 primary endpoints.  A two-sided significance level of 0.05 was used for 
each comparison.  Primary analyses were based on the intent-to-treat population.  
Missing values were precluded by definition.   Between-treatment comparisons were 
carried out using generalized estimating equations models to account for the 
correlation among outcomes of participants from the same site.  Model-based 
statistics were considered for inference.  Covariates included randomization 
stratification factors.  Interactions between treatments and baseline covariates 
(including site) were considered.  Generalized linear mixed models, valid under the 
missing-at-random assumption, were employed to analyze treatment success at 
different time points.  

Table 2. % of Chronic Pain participants with clinically 
important reductions in pain Intensity (0-10)

Reduction at Ph2 wk 
12 from baseline

Minimal 
(>10% Δ)

Moderate
(>30% Δ)

Substantial
(>50% Δ)

Brief Pain Inventory 
(BPI) Intensity Scale 69% 51% 35%

Worst pain 66% 51% 34%

Average pain 67% 55% 43%

 No difference between treatment groups
 n=121 (149 Phase 2 Chronic Pain (CP) participants)

Introduction

 SMM = Standard Medical Management
 EMM = Enhanced Medical Management (SMM + opioid drug counseling)
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