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Abstract
BACKGROUND—Buprenorphine is increasingly being used in community-based treatment
programs, but little is known about the optimal level of psychosocial counseling in these settings.
The aim of this study was to compare the effectiveness of OP and IOP level counseling when
provided as part of buprenorphine treatment for opioid-dependent African Americans.

METHODS—Participants were African American men and women starting buprenorphine
treatment at one of two community-based clinics (N=300). Participants were randomly assigned to
OP or IOP. Measures at baseline, 3- and 6-months included the primary outcome of DSM-IV
opioid and cocaine dependence criteria, as well as additional outcomes of illicit opioid and cocaine
use (urine test and self-report), criminal activity, retention in treatment, Quality of Life, Addiction
Severity Index composite scores, and HIV risk behaviors.

RESULTS—Participants assigned to OP received, on average, 3.67 (SD=1.30) hours of
counseling per active week in treatment. IOP participants received an average of 5.23 (SD=1.68)
hours of counseling per active week (less than the anticipated 9 hours per week of counseling).
Both groups showed substantial improvement over a 6-month period on nearly all measures
considered. There were no significant differences between groups in meeting diagnostic criteria
for opioid (p=.67) or cocaine dependence (p=.63). There were no significant between group
differences on any of the other outcomes. A secondary analysis restricting the sample to

© 2012 Elsevier Ireland Ltd. All rights reserved.
*Corresponding author: Friends Research Institute, Inc., 1040 Park Avenue, Suite 103, Baltimore, MD 21201, USA. Tel.: +1 410 837
3977, ext. 238; Fax: +1 410 752 4218. smitchell@friendsresearch.org.

Contributors
Drs. Mitchell, Schwartz, O’Grady, and Jaffe designed the Buprenorphine study. Drs. Mitchell and Schwartz managed the literature
searches and summaries of previous related work. Mr. Gryczynski undertook the statistical analysis, under the direction of Dr.
O’Grady. Drs. Mitchell and Schwartz and Mr. Gryczynski wrote the first draft of the manuscript, which was revised and edited by all
authors. All authors contributed to and have approved the final manuscript.

Conflict of Interest
Dr. Olsen was the BSAS Medical Director from 2009 to 2011. Dr. O’Grady has consulted with Reckitt Benckiser Pharmaceuticals,
Inc. Other authors report no conflicts of interest.

Publisher's Disclaimer: This is a PDF file of an unedited manuscript that has been accepted for publication. As a service to our
customers we are providing this early version of the manuscript. The manuscript will undergo copyediting, typesetting, and review of
the resulting proof before it is published in its final citable form. Please note that during the production process errors may be
discovered which could affect the content, and all legal disclaimers that apply to the journal pertain.

NIH Public Access
Author Manuscript
Drug Alcohol Depend. Author manuscript; available in PMC 2014 March 01.

Published in final edited form as:
Drug Alcohol Depend. 2013 March 1; 128(3): 222–229. doi:10.1016/j.drugalcdep.2012.08.027.

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript

N
IH

-PA Author M
anuscript



participants meeting DSM-IV criteria for baseline cocaine dependence also revealed no significant
between-group differences (all ps>.05).

CONCLUSIONS—Buprenorphine patients receiving OP and IOP levels of care both show short-
term improvements.
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1. INTRODUCTION
Buprenorphine, an effective treatment for opioid dependence (Mattick et al., 2008), has been
available in the U.S. for a decade. The regulatory structure surrounding buprenorphine in the
U.S. allows the medication to be delivered in a wider range of clinical venues than
methadone, which is available primarily through specialized, highly regulated Opioid
Treatment Programs (Jaffe and O’Keeffe, 2003). Patients receiving buprenorphine can
usually receive take-home medication on an accelerated schedule and fill prescriptions at a
community pharmacy, depending on the clinical setting in which they are seen. Thus,
patients and treatment providers are both afforded greater flexibility with buprenorphine
than with methadone. However, diffusion of buprenorphine throughout the publically-
supported treatment system has been slow (Ducharme et al., 2008; Koch et al., 2006;
Knudsen et al., 2006). As a result, individuals who lacked health insurance and relied on
publicly-funded treatment, a group consisting largely of low-income minorities, often have
not had equal access to buprenorphine and limited research exists focusing on minority
populations receiving buprenorphine treatment.

Maryland has included buprenorphine on its Medicaid formulary since 2003 and, beginning
in 2006, Baltimore’s substance abuse authority offered grants or contracts to existing drug
treatment providers who were willing to adopt buprenorphine. These initiatives led to
increased access to buprenorphine treatment in the public treatment sector in Baltimore,
where the heroin-dependent population is predominantly African American.

Intensive Outpatient vs. Standard Outpatient Treatment
The American Society of Addiction Medicine Patient Placement Criteria (ASAM PPC),
classifies outpatient care into Level I (Standard Outpatient [OP], typically 2–8 hours of
counseling per week) and Level II (Intensive OP [IOP], typically a minimum of 9 hours per
week). Both IOP and OP treatments are in widespread use in the US (SAMHSA, 2007) and
ASAM levels of care are often tied to different reimbursement schedules for payers. Yet,
surprisingly, there is a relative lack of evidence from clinical trials on the comparative
effectiveness of IOP vs. OP treatment. One randomized trial that compared IOP to OP
treatment among 447 cocaine-dependent patients found no significant differences between
treatments at 9-month follow-up on Addiction Severity Index (ASI) composite scores, or
drug testing (Gottheil et al., 1998). A naturalistic longitudinal study comparing 6 IOPs and
10 OPs found no significant differences between the patients in terms of substance use,
health, or social functioning at 6-month follow-up (McLellan et al., 1997).

Most outpatient programs in Baltimore that adopted buprenorphine did so within the
existing framework of the ASAM PPC. The programs in the study were typically structured
to provide IOP-level care in the early stages (5–7 weeks) of treatment, after which patients
would switch to the less intensive OP level of care. Ultimately, the goal was to facilitate
patients’ transition to ongoing buprenorphine treatment at a primary care provider. The
system in Baltimore was structured to start individuals in IOP under the assumption that
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“more is better” early in treatment. However, empirical data on the relative effectiveness of
OP compared to IOP levels of care in buprenorphine treatment was lacking.

The primary goal of the current study was to compare the relative effectiveness of IOP and
OP levels of care among African Americans receiving buprenorphine. The study’s primary
outcome measures were DSM-IV criteria for opioid and cocaine dependence. We
hypothesized that, on an intent-to-treat basis, participants in OP would have superior
outcomes to participants in IOP. This hypothesis was based on the expectation that the
higher compliance burden of IOP would lead to premature discontinuation of treatment.

2. METHODS
2.1. Design

The study was designed as a parallel two-group randomized trial, in which newly admitted
patients were randomly assigned to receive either OP or IOP levels of care in addition to
buprenorphine. This intent-to-treat study examined OP and IOP as actually delivered by two
publicly-funded outpatient treatment programs that had adopted buprenorphine.

2.2. Participants
Participants were African American adults newly-admitted to buprenorphine treatment at
one of the participating treatment programs (N=300). Racial status was determined by the
participant’s self-report. In order to be enrolled in the study, participants had to have been
admitted to buprenorphine treatment at the program, received at least one buprenorphine
dose, and received fewer than 8 hours of counseling prior to random assignment. Exclusion
criteria included pregnancy, an acute medical or psychiatric illness beyond the ability of the
program physician to manage, or insufficient cognitive capacity to provide informed
consent.

The study was approved by the Friends Research Institute’s Institutional Review Board
(IRB) and the Sheppard Pratt IRB (parent organization of one of the study sites) for the
protection of human subjects. All participants provided informed consent. A Federal
Certificate of Confidentiality was obtained for the study. Participant baseline characteristics
are shown in Table 1.

2.3. Treatment Sites
This study was conducted in two formerly drug-free outpatient programs that had adopted
buprenorphine and provided treatment free of charge to uninsured patients through publicly-
funded treatment slots. These clinics also facilitated the enrollment of patients in the
government health insurance plan (Medicaid). One site was a drug treatment program co-
located within a large community health center, the other was a free-standing drug treatment
program affiliated with (and located adjacent to) an outpatient community mental health
clinic. Both clinics had been providing buprenorphine treatment since 2006, were located in
impoverished urban communities, and served a predominantly African American
population. Both sites were well-represented in the study, comprising 53% and 47% of the
final participant sample.

2.4. Procedures
From March 2010 to March 2011 patients being admitted to buprenorphine treatment at each
participating program were approached by a trained research assistant (RA) and screened for
eligibility. After the participant provided informed consent and completed baseline
assessment procedures, the RA opened a sealed, opaque envelope provided by the project
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manager to assign the participant to OP or IOP. Block randomization was used, such that for
each block of four participants, two were assigned at random to each condition.

Dose induction in both Conditions typically started with buprenorphine/naloxone
combination between 4 and 8 mg, and increased to an individually determined dose. Most
patients achieved a maintenance dose between 8–24 mg daily.

Patients received supervised dose administration in the clinics during the early stages of
treatment (typically for the first several weeks), and gradually switched to unsupervised
buprenorphine/naloxone combination through prescriptions written by the clinic physician.
Participants were permitted to remain on buprenorphine as long as clinically indicated and
desired by the patient. After a period of stabilization (typically after 6 months), patients were
to be linked to primary care physicians for continued buprenorphine treatment, at which
time they could continue receiving counseling at the treatment program.

2.4.1. Treatment Conditions—At both sites, the key distinctions between IOP and OP
were frequency and content of individual and group counseling sessions. The majority of
counseling in both Conditions was delivered in group format.

Intensive Outpatient (IOP): IOP was intended to provide at least 9 hours per week of
counseling for a planned duration of approximately 45 days. Counseling was to be provided
four days per week, for at least two hours per day, plus one weekly individual session. In
practice, several group meetings per week were typically conducted by counseling staff.
These groups usually had a topical focus such as substance abuse education, relapse
prevention, medication education, HIV prevention, health promotion, and women’s support
groups. Twelve-step meeting attendance was encouraged. Following IOP, patients typically
continued in an OP level of care at the same program. Eventually (generally starting at
around 6 months), patients were transferred to ongoing buprenorphine treatment delivered
by a primary care physician.

Outpatient Counseling (OP): Outpatient counseling was expected to entail a minimum of
one group and one individual session per week, but could include up to 8 hours of
counseling per week (typically delivered in group settings). Twelve-step meeting attendance
was also encouraged and relapse prevention groups were offered weekly. Participants
assigned to OP received the same counseling schedule as clinic patients who had
transitioned to OP after an initial period in IOP. As in the IOP condition, patients were
eventually transferred to ongoing buprenorphine treatment by a primary care physician.

2.5. Assessments
Participants were administered a battery of instruments (described below) at study entry and
again at 3- and 6-month follow-up. Participants were paid $30 for completing the baseline
interview and $40 for each follow-up interview. A trained RA conducted all interviews face-
to-face. Participants were assured of the confidentiality of the interview and that their
responses would not be shared with anyone outside of the study (including clinic staff). A
urine sample was obtained at each interview. A high rate of follow-up was achieved (95.7%
at 3 months; 93.0% at 6 months). A Consolidated Standards of Reporting Trials
(CONSORT) diagram is shown in Figure 1 (Schulz et al, 2010).

2.6. Measures

Composite International Diagnostic Interview (CIDI-2): Dependence criteria for opioids
and cocaine were determined using items from the Composite International Diagnostic
Interview (CIDI-2; World Health Organization, 2004) corresponding to each of the
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symptoms outlined in the Diagnostic and Statistical Manual of Mental Disorders, 4thedition
(DSM-IV; American Psychiatric Association, 2000). The CIDI-2 has been recommended as
the instrument of choice for measuring dependence criteria by the National Institute on Drug
Abuse Clinical Trials Network (Forman et al., 2004).

Several careful modifications were made to ensure interpretable results and facilitate
detection of short-term changes in dependence symptoms. At baseline, the dependence
symptom questions were asked in the typical 12-month time frame used for DSM-IV
diagnoses. However, since the follow-up period for the study was only six months, the time
frame for the symptom questions was switched to the past 30 days at each follow-up. One
additional modification was made to the opioid dependence criteria. Normally, the blanket
qualifier “on agonist treatment” applies to anyone treated with agonist medications and
precludes classification of remission of any kind (early/sustained; partial/full). However, we
assessed dependence on opioids that were used non-medically, and instructed participants
not to count symptoms related to buprenorphine taken as prescribed.

Urine Drug Testing: Urine samples were collected by research staff at each assessment and
were tested by a certified laboratory by Enzyme-Linked Immunoassay for morphine (heroin
metabolite) and benzoylecgonine (cocaine metabolite). Missing or non-sufficient urine
samples were excluded.

Addiction Severity Index: The 5th edition of the Addiction Severity Index (ASI) was used
to obtain self-reported days of heroin use, cocaine use, and criminal activity within the last
30 days. The medical, employment, alcohol, drug, legal, family/social, and psychiatric
composite scores from the ASI (McLellan et al., 1992) were also examined. Various
participant background characteristics (e.g., gender, injection drug use status, etc.) were also
taken from the ASI.

WHOQOL-BREF: Participants’ quality of life was assessed using the WHOQOL-BREF,
an abbreviated version of the widely used WHOQOL instrument (World Health
Organization, 2004). The WHOQOL-BREF provides Quality of Life scores from 1–100 for
four distinct domains: Physical, Psychological, Social, and Environmental. Each subscale
was examined separately in the current study.

Risk Assessment Battery (RAB): HIV risk behaviors were gauged at each interview time
point using the Risk Assessment Battery (RAB), a structured interview that has been widely
used in drug abuse studies (Metzger et al., 1993). The subscale scores for injection and
sexual risk were used in the present study as indices of HIV risk behaviors.

Clinic Records: Clinic records at each site were used to obtain information on daily
buprenorphine dosing, weekly counseling received (individual and group), and days in
treatment. Treatment retention was operationally defined as being in buprenorphine
treatment at the original program or another provider (because the clinics had the goal of
eventually transferring patients to office-based buprenorphine). Participants who had
successfully transitioned to physician-based buprenorphine treatment at 6 month follow-up
were considered retained for 180 days.

The average weekly hours of counseling per active week in treatment was computed for
each participant. This variable provides a metric of exposure to behavioral counseling
services, adjusted for differing lengths of stay.

Supplemental Questionnaire: A supplemental study questionnaire was used to measure
perceived patient burden and treatment satisfaction. The measure of patient burden, adapted
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from a similar measure used in medical studies (Bernhard et al., 2002), asked participants to
rate on a simple visual scale from 1 (“not at all”) to 100 (“a lot”) the degree to which they
were bothered by: (a) time and cost of travel to the clinic; (b) rules and regulations of the
clinic; (c) having to attend individual counseling; (d) having to attend group counseling; (e)
having to attend drug education; (f) having to take buprenorphine; and (g) their overall
treatment experience. Perceptions of burden were assessed at the 3 month follow-up, both
retrospectively for the first month of treatment, and during the most recent month (for
participants still in treatment).

Patient satisfaction was assessed at each follow-up point with the question “How satisfied
were/are you with the treatment you received at the program overall?” Response categories
used a 5-point Likert-type scale (“very dissatisfied”, “somewhat dissatisfied”, “neither
satisfied or dissatisfied”, “somewhat satisfied”, “very satisfied”).

2.7. Statistical analysis
Outcomes were analyzed on an intent-to-treat basis, examining differential change over time
between the two treatment conditions. A Generalized Estimating Equation (GEE)
framework was used to account for repeated measurement on participants, using logistic
models for binary outcomes (urine test results, DSM-IV dependence criteria),
overdispersion-corrected Poisson models for count outcomes (days of heroin use, cocaine
use, days of criminal activity derived from the ASI), and Gaussian models for continuous
outcomes (ASI composite scores, WHOQOL-BREF quality of life domain scores, RAB HIV
risk behavior drug and sex risk scores). GEE models were specified with unstructured
correlations for Time and robust standard errors, and examined outcomes as a function of
Time, Condition, and their interaction (the treatment effect). Retention was examined in a
survival analysis using proportional-hazards Cox regression. For all analyses, findings of the
unadjusted models presented here were confirmed in conditional models that adjusted for
gender, age, injection drug use, program site, and buprenorphine dose.

In addition to the analyses comparing OP vs. IOP conditions, a parallel analysis was
conducted to examine the impact of counseling frequency as a continuous variable,
irrespective of group assignment. These GEE models tested the interaction between
assessment time point and average number of counseling hours per active treatment week,
controlling for the constituent main effects of the interaction and the number of days
retained in treatment.

Since we were also interested in learning what patient factors might influence treatment
success, and IOP treatment could potentially confer therapeutic benefits not conferred by OP
for those patients who also have non-opioid drug problems (which buprenorphine alone
would not adequately address), we conducted a secondary analysis in which the sample was
restricted to participants meeting DSM-IV criteria for cocaine dependence at baseline. The
analysis strategy mirrored that of the main analysis, except for the opioid and cocaine
dependence outcomes which were analyzed separately for 3- and 6-month endpoints due to
insufficient baseline variation for the GEE models.

3. RESULTS
3.1. Descriptive Characteristics of IOP and OP

Services Received—Participants in the OP condition received, on average, 3.67
(SD=1.30) hours of counseling per active week in treatment. In contrast, participants in IOP
received an average of 5.23 (SD=1.68) hours of counseling per active week in treatment.
Although the difference in total counseling exposure between the groups amounted to less
than 2 hours per week, this difference was statistically significant (independent samples t-
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test=−9.04; p< .001). In both conditions, more services were received in the early weeks of
treatment, with most service exposure driven by group-level counseling. Participants in OP
and IOP, respectively, received an average of just .27 (SD=.19) and .31 (SD=.16) hours of
individual-level counseling per active treatment week (independent samples t-test=−2.01;
p< .05).

Burden—Participants reported low patient burden, with a mean rating of overall treatment
burden of 22.8 (SD=28.4) on a scale of 1–100 for the first month of treatment. There were
no significant differences in perceptions of burden between OP and IOP for the first month
of treatment, either overall or for specific aspects (time and cost of travel; rules and
regulations; individual counseling; group counseling; drug education; medication). Among
participants who stayed in treatment through 3 months, IOP participants reported an average
overall burden rating of 14.51 (SD=22.65) during the most recent month of treatment,
whereas OP participants rated their burden as significantly lower during this time, at 8.64
(SD=15.42) on the 1–100 scale (independent samples t-test=−2.12; p< .05).

Dosing—The modal maintenance dose was 16 mg, while the average dose dispensed
(including induction doses) was 12.9 mg. The induction period was typically rapid, with
80% reaching a maintenance dose within 4 days. IOP and OP conditions did not differ
significantly in average buprenorphine dose (13.0 vs. 12.8, p=.64).

Treatment Satisfaction—At 3-month follow-up, the vast majority of participants
reported being either somewhat or very satisfied with the treatment they received at the
program (87.1%). The high level of satisfaction was also observed when asked at the 6-
month follow-up point (89.0% either somewhat or very satisfied). The differences between
IOP and OP groups in patient satisfaction were non-significant (p=.36 at 3 months; .77 at 6
months).

3.2. Participant Outcomes
IOP vs. OP—Table 2 shows the results of the statistical analyses for 20 different outcome
variables. For each outcome, the model-predicted values at each time point are shown for
OP and IOP groups. The Condition X Time interaction tests the effect of IOP level treatment
relative to OP level treatment with respect to change over time in the two conditions.
Additionally, the test of the Time Effect gauges the significance of the overall change from
baseline for both groups. No statistically significant differences were found between OP and
IOP conditions for any of the outcomes examined (all ps>.05). Treatment retention rates,
initially the conceptual underpinning for the expectation of between group differences, were
virtually identical for OP and IOP groups at 3 month (72.9% vs. 72.4%) and 6 month
(58.7% vs. 56.6%) follow-ups.

Overall Change—While there were no significant effects by Condition, participants in
both groups experienced substantial improvement on nearly all of the outcomes. Reductions
in opioid and cocaine use – whether measured by urine tests, self-report, or DSM-IV
dependence symptoms – were of considerable magnitude and statistically significant (p<.
001 for all six). Similarly, participants reported significantly fewer days of criminal activity
(p<.001). These improvements also translated to elevations in quality of life, with significant
improvement from baseline in physical, psychological, social, and environmental Quality of
Life domain scores (p<.001 for each). There were significant decreases in the ASI composite
scores for the alcohol, drug, and legal domains (p<.001 for all three). There were significant
reductions in HIV risk behaviors for both injection risk (p<.001) and sex risk domains (p=.
02). The only outcomes for which no significant overall time effects were observed were the
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ASI composite scores in the medical (p=.96), employment (p=.09), family/social (p=.07),
and psychiatric domains (p=.54).

Relationship between Counseling Exposure and Outcome—In recognition of the
possibility that participants’ exposure to counseling services may not have differed
sufficiently between OP and IOP groups to register a condition effect, we examined the
relationship between the same outcome measures and exposure to counseling services as a
continuous variable, controlling for days in treatment. These analyses showed that change
over time shown in these outcomes did not significantly differ as a function of counseling
exposure for 17 of the 20 outcomes considered. Controlling for number of days in treatment,
greater counseling exposure was associated with significantly less improvement for three
outcomes – days of heroin use, days of cocaine use, and days of criminal activity (all ps<.
01).

Cocaine Dependent Subsample—The main analysis was repeated in the subsample of
121 participants who met criteria for baseline cocaine dependence. No significant
differences were found between IOP and OP in this subgroup for any outcome (all ps>.05).

4. DISCUSSION
This randomized controlled trial with 300 African Americans receiving buprenorphine
treatment showed no significant differences between initiating treatment in OP and IOP
levels of care for any of the 20 outcomes considered. Participants in both conditions showed
statistically significant and clinically substantive improvements on 16 of these measures.
Neither group showed statistically significant improvement on ASI composite scores for
medical, psychiatric, employment, or family/social, indicating that the outpatient
buprenorphine treatment coupled with drug abuse counseling did not sufficiently address
these important co-occurring health and social problems.

Our original hypothesis that fewer participants would be retained in the IOP condition due to
more strenuous compliance burdens was not supported. In fact, treatment retention rates at 3
and 6 months were virtually identical between the groups. In contrast to previous findings in
methadone maintenance studies, where patients tended to complain about program rules and
compulsory participation in counseling (Reisinger et al, 2009), the majority of participants
in the current study were satisfied with the services received and generally perceived burden
as low.

There are several possible explanations for the lack of observed differences between the two
levels of psychosocial support in this study. One possibility is that the additional
psychosocial services simply add little short-term benefit in conjunction with buprenorphine.
Although we cannot fully endorse this explanation based on the data for the current study,
several recent studies conducted in methadone (Gruber et al., 2008; Schwartz et al., 2011,
2012) and buprenorphine (Weiss et al., 2011) treatment settings point to this possibility. We
believe a more likely explanation is that, despite differences in labeling of the two
conditions and even differences (at least in Maryland) in the methods of reimbursement, the
actual services delivered to these 300 participants were quite similar across the two
conditions. Although there was a statistically significant difference in hours of counseling
received in IOP and OP, the actual difference was less than we initially anticipated when
designing the study and may be of minimal clinical significance.

The smaller-than-anticipated differences between the conditions in hours of counseling
received can be attributed to at least two major factors: cultural and economic. Prior to
adopting buprenorphine treatment, the participating clinics were centered on psychosocial
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counseling, and retained elements of this identity after transitioning to medication treatment.
While the medication was seen as a useful adjunct to treatment, counseling was perceived as
the active ingredient. Thus, clinics deliberately structured their OP level services to provide
more weekly counseling than the minimum 2 hours stipulated by the ASAM PPC.

Economic factors worked in tandem with the cultural orientation of the clinics towards
psychosocial counseling. In Maryland, the MCOs administering the substance abuse
services for the state Medicaid program pay a bundled, daily “IOP rate” for a minimum of 2
hours of counseling per session (permitting no more than 4 IOP days per week) for up to 9
hours of counseling per week; in contrast, for OP, the same MCOs will authorize a certain
number of sessions, group or individual, that can be utilized within a given time frame. In
the two programs we studied, the net effect of these arrangements was that OP patients
received substantially more counseling sessions than the two hours per week we had
anticipated. On the other hand, IOP patients, on average, did not receive the full, minimum
of 9 hours, because of lack of adherence to the full schedule of IOP activities and a
reimbursement structure designed to support IOP but seemingly without the full financial
alignment to achieve it.

We also considered the relationship between outcomes and hours of counseling received,
and found a positive association between counseling exposure and frequency of heroin use,
cocaine use, and criminal activity. This result is likely explained by the clinicians’ tendency
to insist on participation in additional services for patients who were judged by staff to be
stagnant in their progress. Thus, the observed association is likely not a causal one.
Although negative results are difficult to interpret, these results suggest similar
improvements on many measures for patients in both OP and IOP treatment. Group
differences in terms of cocaine positive urines trended in favor of less cocaine use among
IOP participants (p = .07), but overall between-group differences were not statistically
significant. Likewise, in the cocaine dependent subsample, between-group differences were
non-significant across all outcomes. Future studies regarding the impact of IOP and OP for
cocaine dependent patients may be warranted, particularly in settings with greater
differences in intensity between OP and IOP services than in the present study. Certainly,
there may be other patient factors that might be related to treatment success; however,
cocaine dependence quite likely stands as the single most important treatment entry patient
characteristic that might influence treatment effectiveness.

This study also indirectly reflects the success story of buprenorphine expansion in Baltimore
City, in which a number of formerly “drug-free” counseling programs were encouraged to
adopt buprenorphine. This study was fielded at two such sites, providing important early
data on patient outcomes in these settings. Many studies to date have focused on
buprenorphine as delivered in primary care (Fiellin, 2007) or in Opioid Treatment Programs
as an alternative to methadone (Koch et al., 2006). The overall improvements in drug use
and functioning for patients at these two formerly drug-free clinics were substantial in both
counseling conditions. Hence, the findings indirectly demonstrate the successful integration
of buprenorphine treatment into these types of programs.

5. LIMITATIONS
This study has several limitations. The findings may not generalize to other populations,
clinics, or treatment systems. These generalizability concerns are balanced by the unique
focus of the study on an underserved minority population that, following the Drug Abuse
Treatment Act of 2000, was shown to have had limited access to buprenorphine treatment
(WESTAT, 2006). The differences between OP and IOP conditions in hours of services
received were statistically significant, but smaller than anticipated. Thus, the findings may
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not generalize to other clinics that have greater gulfs between OP and IOP level care.
However, we felt it was important to conduct the study as an effectiveness, rather than as an
efficacy trial; that is, examining IOP and OP as they were actually delivered in real-world
clinical practice. The study demonstrates that, on the whole, the routine practice of starting
patients in IOP does not yield better outcomes than starting patients in standard OP, at least
for this population and in the way these levels of care were implemented in the study sites.
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Figure 1. Study flow

• Passive declines included failure to keep enrollment appointments after expressing
initial interest in the study.

• Active declines included direct verbal refusal to participate after discussing the
study with research personnel.

• Comprehension Difficulties included severe cognitive impairment/inability to
respond to basic questions.
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• Randomization was conducted through a block random assignment procedure, such
that in each block of 4 participants 2 were assigned to each condition. Participants
and interviewers were blind to assignment during the baseline interview.

• Follow-up rates:

3 months: 95.7% (overall); 96.1% (OP condition); 95.2% (IOP condition).

6 months: 93.0% (overall); 94.2% (OP condition); 91.7% (IOP condition).
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Table 1

Baseline characteristics of study participants.

Total Sample (n=300) OP (n=155) IOP(n=145)

Female Gender, n(%) 113 (37.67) 62 (40.00) 51 (35.17)

Age, mean (SD) 46.09 (6.45) 46.75 (6.10) 45.38 (.56)

Married, n(%) 31 (10.33) 15 (9.68) 16 (11.03)

Employed in past 30d, n(%) 108 (36.00) 55 (35.48) 53 (36.55)

Years of Education, mean (SD) 11.48 (1.61) 11.56 (1.60) 11.39 (.13)

Number of lifetime hospitalizations, mean (SD) 2.99 (5.06) 3.00 (4.48) 2.98 (.47)

No previous opiate agonist treatment, n(%) 92 (30.67) 41 (26.45) 51 (35.17)

Previous buprenorphine treatment only, n(%) 87 (29.00) 47 (30.32) 40 (27.59)

Previous methadone treatment only, n(%) 55 (18.33) 30 (19.35) 25 (17.24)

Previous buprenorphine and methadone treatment, n(%) 66 (22.00) 37 (23.87) 29 (20.00)

Injection drug user, n(%) 70 (23.33) 41(26.45) 29 (20.00)

Cocaine use in last 30d or cocaine+ urine, n(%) 184 (61.33) 87 (56.13) 97 (66.90)
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