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Objective: A mixed research design study compared patients who consented to treatment
randomization with patients who opted for usual care.

Methods: Patients in substance abuse rehabilitation who consented to randomization (that
is, consenting group [CG]) were compared with those unwilling to undergo randomization
(that is, nonconsenting group [NG]) but who, nevertheless, underwent the experimental as-
sessment sessions, which spanned from intake to 6-month follow-up.

Results: Patients in the CG exhibited a longer history of drug abuse, less occupational sta-
bility at intake, and following intensive treatment, tended not to do as well in terms of re-
covery, compared with those in the NG.

Conclusion: Inclusion of data from partial participants in research protocols may offer a
viable strategy to better appraise data generalizability.

(Can J Psychiatry 2003;48:388-394)

Information on funding and support and author affiliations appears at the end of the article.

Clinical Implications

e Recruitment of naturalistic samples promotes generalizability of study findings.
e Consent to randomization is associated with greater patient dysfunction at intake.
e Treatment noncompliance does not necessarily imply negative clinical outcome.

Limitation

e The sample was heterogeneous, moderately sized, and opportunistic.

Key Words: substance abuse, study dropout, sample representativeness, treatment random-
ization, outcome, generalizability, usual care

ﬁ core issue in the research—practice gap noted in the cal elegance of Project MATCH, it may have yielded data

substance abuse treatment domain is the representative- that, in terms of addressing global policy and clinical manage-
ness of patients under experimental scrutiny with respect to ~ ment decisions in the mental health domain, have question-
those in the clinical treatment setting (1). For example,asemi- ~ able utility. Indeed, Humphreys and Weisner have argued that
nal research study such as Project MATCH—unquestionably the use of stringent exclusion criteria in alcohol-treatment

outcome studies can compromise findings in such a way that a
parallel stream of outcome research with few exclusion crite-
riais needed to improve generalizability to vulnerable popula-
tions (3). The enhanced rigour that the promotion of design
efficacy can bestow may come at a stiff price to external valid-

the largest randomized multisite study of patient treatment
matching for alcoholism ever conducted—represented a mile-
stone in the promotion of internal validity (2). Nevertheless, a
deliberate choice was made to focus on a sample of pure, rela-
tively stable subjects with alcoholism, which differed with re-

. ity (4).
spect to both the multiple abuse patterns, as well as the y @
instability that is commonly exhibited by patients now pre- One strategy that is used to increase the external validity of
senting for treatment. Consequently, despite the methodologi- treatment evaluation studies broadens participant inclusion by
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studying the now ubiquitous clients who abuse multiple sub-
stances (5,6). Still, it does not necessarily follow that the effort
to be more inclusive with respect to substance abuse profile
will satisfactorily clarify the generalizability issue. Another
source of potential bias is patient refusal to submit to random-
ization. These individuals are, under normal circumstances,
excluded from most randomized trials. However, in a study of
matching different after-care approaches to patient attributes,
approximately 15% of clients who refused randomization into
experimental after-care treatments did subsequently accept to
be followed up (5). The individuals who chose not to partici-
pate in a randomly selected experimental after-care interven-
tion were making a choice about their preferred after-care
experience. Thus, their inclusion in follow-up analysis closely
represents the approach taken in a comprehensive cohort
design (7). Arguably, these individuals are members of a dis-
tinct, inadequately studied subsample of all substance abuse
patients. Their study could extend our understanding of the
external validity of randomized clinical trials in substance
abuse treatment research.

The present study compares patients who consented to full
participation in the research project (consenting group [CG])
with those unwilling to undergo randomization to different
experimental after-care treatments but who, nevertheless,
underwent the same 4 posttreatment follow-up assessments
(nonconsenting group [NG]) over a 6-month period. We
address 3 specific questions: First, at study intake, prior to
exposure to intensive treatment, how similar are CG patients
to NG patients on demographic, substance abuse, and psycho-
logical indices? Second, how well do CG patients fare
posttreatment, compared with NG patients? Third, over the
time course from intake to 6-month follow-up, how do key
demographic, substance abuse, and psychological indices
fluctuate across the 2 groups? Answers to each of these ques-
tions could help shed light on the issue of comparability of
research participants with the substance abuse population and
on whether potential differences impact upon outcome.

Method

Participants

At 3 Montreal-region residential treatment centres, desig-
nated members of the treatment staff approached male and
female adult patients, aged 18 years and over, who entered
treatment for alcohol and drug abuse. These patients were
informed about the existence of the research project, were
asked to read, and if willing, were requested to sign an
informed consent that attested to their willingness to partici-
pate. Patients who provided written informed consent were
eligible for study participation if they met the following inclu-
sion criteria: diagnostic criteria for psychoactive substance
abuse or dependence, as classified by a structured clinical
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interview for DSM-III-R (SCID); no severe organic brain
syndrome or severe psychosis; ability to read and write in
either French or English at least at a grade 5 level; and
residency within a 50-km radius of Montreal.

Sites

Participants were recruited from among patients at 3 treatment
centres in the Montreal region: 1) Pavillon Foster, a publicly
funded 20-bed inpatient and 12-place outpatient facility
that serves English-speaking patients from across Quebec;
2) Maison Jean Lapointe, a private, nonprofit, 42-bed inpa-
tient facility that serves francophone patients in central Mon-
treal; and 3) Le Virage, a provincially funded 30-bed, in- and
outpatient rehabilitation facility that serves francophone
patients from Montreal’s suburban and rural, south-shore
region. The 3 treatment centres share certain attributes: a
multimodal treatment orientation that stresses heightened
awareness of the negative impact of substance abuse, personal
autonomy from dependence on psychoactive substances,
improved social adjustment, and after-care involvement.

After-Care Treatments

Patients in the CG were assigned at random to participate in
either structured relapse prevention (8) or in 12-step facilita-
tion (9) after-care programs, in addition to the usual after-care
programs offered by their treatment centre. Two main features
were common to both experimental after-care programs.
First, both interventions were provided in a 10-week, 90-
minute, closed-group format, with groups comprising 4 to 8
participants. Second, highly trained and regularly supervised
counsellors delivered both interventions using a manualized
format. Those in the NG received only the standard after-care
provided by the attended treatment centres. Standard
after-care treatment involved approximately 10 to 13 weeks
of weekly group meetings, conducted by and held at the par-
ticipating site. One or 2 therapists would conduct group ses-
sions with clients, providing psychosocial support for
problems related to lapse or relapse, craving, social reintegra-
tion (for example, employment and family), health and psy-
chological adjustment, and access to ancillary services.
Although these sessions were strongly recommended, clients
were free to attend when they chose.

Sociodemographics

Sociodemographic and other pertinent information (that is,
age, education, and marital status) were gathered via specific
portions of the Addiction Severity Index (ASI).

Alcohol and Drug Use

Timeline Follow-Back (TLFB) presents patients with a calen-
dar (essentially an aid to recall) and asks that they recall
instances of drinking or substance use on a daily basis over the
past 90 days (10). The quantity and frequency data that this
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technique yields have been found to minimize the tendency to
underreport substance use (11). Days of substance use and
days of abstinence prior to first relapse (that is, number of days
prior to 3 or more consecutive days of use) were dependent
variables drawn from this instrument.

Substance Abuse and Psychosocial Functioning

The ASI is a semistructured interview protocol that has been
found valid and reliable in assessing a spectrum of
addiction-related behaviours and consequences in both
evaluative and matching investigations (12,13). In addition to
the 2 composite scores specifically related to the severity of
alcohol and drug use over the past 30 days, 5 other subscales
of psychosocial functioning were derived: medical, employ-
ment, legal, family, and psychiatric severity.

Diagnostic Classification

Diagnoses of substance use were made via the nonpatient ver-
sion of the Structured Clinical Interview for the DSM-III-R
(SCID-NP) (14). This structured interview protocol consists
of items that are keyed to the major psychiatric, diagnostic
features contained in the DSM-III-R (15). The structured
interview protocol has been well standardized and yields data
that are both valid and reliable if subjects answer candidly.
For this study, only those sections that provide diagnostic
classification of substance abuse or dependence disorders
(Axis I) were administered.

Psychological Status

Psychological status was assessed by employing the Symp-
toms Checklist-90 (SCL-90) (16), which is frequently used as
asimple, yet effective, screening device for detecting psycho-
logical disturbance in previous treatment studies of alcohol
and drug abusers. This self-administered, paper-and-pencil
instrument provides 9 clinical scales, as well as 3 general indi-
ces of symptom severity. The Global Severity Index (GSI), an
aggregate score that considers scores on all 9 clinical scales,
was used as a dependent variable in subsequent analyses.

Procedures

Within 2 days following admission into intensive treatment,
patients were approached by a designated member of the treat-
ment staff, were informed about the existence of the research
project, and were asked to read and, if willing, to sign an
informed consent attesting to their willingness to participate at
either the CG or NG level. The Concordia University and
Douglas Hospital Ethics Review Committees accepted the
informed consent form.

Other than a brief description of the study, including the 2 lev-
els of participation, the informed consent indicated that reim-
bursements of $10 and $20 would be provided for completion
of the post—after-care and 6-month follow-up assessment ses-
sions, respectively. If the patient was in withdrawal or had
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used psychoactive substances during the week prior to enter-
ing treatment, study participation was delayed for up to 1
week to reduce data contamination from the effects of
withdrawal.

Multidimensional assessment of all participants occurred
4 times: at intake into intensive treatment (T0), following
completion of intensive treatment (T1), following the
10-session after-care program (T2), and 6 months following
completion of intensive treatment (T3). PhD psychology can-
didates conducted each of these assessment sessions, which
took approximately 2 hours to complete.

Major Analytic Strategies

To compare groups on continuous sociodemographic mea-
sures, t-tests were used, whereas the chi-square statistic was
employed for categorical (for example, sex and substance
abuse patterns) comparisons. Four forward (Wald ) logistic
regressions were performed for each assessment (TO to T3) to
determine whether any of the ASI scales, the SCL-90 GSI, or
the number of substance use days in the past 90 days could
predict group membership better than chance, a statistical
strategy chosen owing to its robustness with respect to distri-
bution anomalies (17). The Kaplan—Meier survival analysis
clarified differences in delay to relapse. Given the exploratory
nature of this secondary analysis of data from a previous study
(5), family-wise alpha was relaxed to a more liberal 0.10.
Thus, using a Bonferroni correction, predictive significance
of individual regressions was inferred at o < 0.025.

Results
Refusal to Participate and Attrition

Of the individuals who were approached, 47 refused partici-
pation in the study. The main reasons included lack of interest
(27.7%), after-care sites being too far away (25.5%), and lack
of time or inconvenience (21.2%). Statistical comparisons
between these individuals and the final sample on age, marital
status, employment status, ethnic background, and sex failed
to yield any significant differences.

Likewise, 87 individuals were lost from follow-up after ran-
domization. Those lost to attrition were significantly younger
(mean 35.8, SD 9.0 vs mean 38.3, SD 9.5), were less educated
(mean 11.4, SD 3.0 vs mean 12.2, SD 2.7), had less time at
their current job (mean 6.9, SD 5.7 vs mean 9.2, SD 8.2), had
poorer employment functioning on the ASI Employment
Scale (mean 0.64, SD 0.30 vs mean 0.55, SD 0.30), reported
more previous treatments for alcohol problems (mean 0.93,
SD 2.7 vs mean 0.34, SD 0.72), and had spent less money on
drugs in the previous 30 days (mean 156.7, SD 437.4 vs mean
417.7,SD 1458.3) than those retained in the study (P <0.05) .
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Consenting f’artzczpqn.ts s Table 1 Sociodemographic, substance use and psychosocial functioning of patients
Nonconsenting Participants in the consenting group (CG) (n = 133) and in the nonconsenting group (NG) (n = 21)
Table 1 presents the demo-

. Group NG CG
graphic and selected substance " . " .
abuse statistics for patients in . ean (SD) caulED)
the CG (n = 133) and for those | Demographics
in the NG (n = 21). Although Age 40.3 (10.8) 38.0(9.3)
similar in age, ethnicity, mari- Women (%) 9.5 323
tal, and educational status, the White (%) 100 92
2 groups differed. Patients in Education 11.4 (2.2) 12.3 (2.7)
the CG were more likely to be Marital status

2 _
women (x° = 4.6, df 1, P < Married or cohabitating (%) 238 36.8
0.05), h.ad fewer years at their Unmarried (%) 76.2 63.2
current job (¢= 2'6’, df 148, P< Years at current job® 13.4 (9.2) 8.4 (0.7)
0.01), worked less in the past 6 Months worked in past 6 months® 4.1 (2.4) 2.8 (2.6)
months (¢ = 2.1, df 151, P < . P s ol
0.05), and reported almost 3 Days in treatment 23.2 (4.4) 24.3 (7.3)
times as many years of cocaine SLESEREDER
abuse (1 = 2.2, df 151, P < Alcohol dependence (%) 40.0 28.6
0.05). Alcohol and drug dependence (%) 60.0 71.4
Figures 1 through 3 present Abstinent days in the last 90 days 43.5(24.1) 44.3 (23.9)
ASI composite scores on alco- Years of alcohol use® 15.7 (11.9) 11.0 (8.5)
hol, drug, and psychiatric Years of cocaine use* 0.95 (1.9) 3.0 (4.2)
symptom severity at TO to T3, Years of cannabis use 4.1(7.0) 5.6 (7.6)
respectively. Logistic regres- | p=0.05;°% = 0.01; °P= 0.05; “P = 0.10; °P = 0.001.

sion at TO failed to reveal any
significant association
between intake characteristics
and group membership at the designated alpha level. At T1,
however, the ASI drug entered into the regression to signifi-
cantly improve prediction of group membership over chance:
x*=7.62, df 1, P=0.006, Nagelkerke »* = 0.10, where the CG
had more severe drug problems than did the NG. No signifi-
cant predictors were uncovered at T2, but at T3, a significant
3-variable predictive solution was uncovered (x> =20.2, df 3,
P<0.001,=0.22), with the combination of greater ASI drug
and psychiatric severity but less alcohol severity predicting
membership in the CG.

Figure 4 presents survival curves in delay to first relapse (that
is, time to first substance use on 3 or more consecutive days).
Although not attaining significance at corrected alpha, these
curves hint at a tendency for the NG to resist relapse longer
than those in the CG, especially in the first 100 days of the
6-month follow-up period. However, this trend drops off
quickly after this point, and at the end of the follow-up period,
survival rates (that is, no relapse) for the 2 groups were 69%
and 62% for NC and CG, respectively. Abstinent days in the
last 90 taken at intake vs 6-month follow-up are quite similar,
with the number of abstinent days at intake and at 6-month
follow-up equal to 44.3 and 78.7 days, respectively, for the
CQG, and 43.5 and 80.5 days, respectively, for the NG.
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Discussion

Although not altogether consistent, a pattern emerges at
intake, over treatment, and at follow-up. Patients in the CG are
more likely to be women, exhibit longer drug abuse histories,
have less occupational stability, and tend not to do as well dur-
ing recovery with their drug and psychiatric severity as those
in the NG. These findings are therefore consistent with those
reported elsewhere: individuals consenting to randomization
into an experimental protocol appeared to be less stable and to
exhibit greater addiction severity or more widespread
psychosocial difficulties at intake to treatment (18,19). These
observations may reflect a desire in more distressed patients in
the CG, or more “desperate” according to Strohmetz and oth-
ers, to avail themselves of the extended, structured treatment
regimens that participation in the experimental after-care pro-
grams offer (20). Sex differences seen in this study are note-
worthy. Women show a greater tendency than do men to seek
help for health matters, but not in specialized substance abuse
treatment settings (21). This finding indicates that once
women have overcome the personal, logistic, social, and sys-
temic barriers often encountered by women who grapple with
substance abuse (22), they will seek more specialized ser-
vices, if offered.
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Figure 1 Mean composite scores on the alcohol Addiction Severity Index (ASI) who were randomly assigned to either

for the consenting group and the nonconsenting group

inpatient or outpatient rehabilitation with
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0.5 1

0.4 1

0.3 1

0.2 1

COMPOSITE SCORE

—& -Nonconsenting

= Consenting

patients who were allowed to self-select in
these treatment settings has reported that,
among randomized patients, those who
were worse off at baseline exhibited
greater improvement by 3-month
follow-up (19). Our data are not consistent
with this report; rather, they suggest that
the more disturbed patients who consented
to randomization may continue to fare
more poorly at outcome. Clear differences
exist across studies, especially the discrep-

0.1 1

ancies in terms of cocaine vs multiple sub-
stance abuse, as well as the randomization
of intensive treatment vs after-care. More
systematic analysis of this issue would

T0 ™ T2
* P <0.10; ** P < 0.05 (corrected) TIME

seem to be called for—particularly in light
of DeLeon’s contention (23) and sup-
ported by our previous work (5)—in that

T3

TO = at intake into intensive treatment; T1 = following completion of intensive treatment; T2 = following

patient preference for treatment may be a
critical factor in outcome success.

the 10-session after-care program;T3 = 6 months following completion of intensive treatment.

Figure 2 Mean composite scores on the drug ASI for the consenting group

and the nonconsenting group

For several ASI subscales, a consistent
trend in group differences was seen across
the 4 assessment sessions from intake to
6-month follow-up. This stability in differ-

COMPOSITE SCORE

==& =Nonconsenting

=i Consenting

ences between groups, even during the
onslaught of change associated with inten-
sive treatment for substance abuse and in
the 6 months that follow, speaks to the
robustness of these indices. At the same
time, a caveat with respect to the relatively
small sample size of the NG is in order.
Possibly, other differences between the
groups could have been detected if the NG,
and subsequently statistical power, had
been larger.

Although this study succeeded in docu-
menting the outcome of individuals who

might otherwise be excluded from the
study because of the refusal to undergo

T0 ™ T2

*P <0.10; ** P < 0.05 (corrected) TIME

T3 ' randomization, it did not succeed in fol-
lowing 47 individuals who refused to par-
ticipate in the study or 87 others who were

Given that patients in the 2 groups differed somewhat to begin
with, the issue of posttreatment outcome becomes more prob-
lematic. Nevertheless, it appears that patients in the CG did
not manage as well at posttreatment and at the 6-month
follow-up in terms of drug and psychiatric severity—a finding
also hinted at by the nonsignificant survival analysis of days
prior to first relapse. A study that compared cocaine abusers
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lost at follow-up through attrition. The for-
mer group was not found distinguishable
from the final sample, based upon the somewhat limited data
available to us. In contrast, the group lost through attrition was
younger, less stable, more psychosocially impaired, and had
more previous treatments for alcohol problems, compared
with those who were followed up successfully. Thus, this lat-
ter, more problematic group seemed to more closely resemble
the study dropouts who are frequently described in the
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Figure 3 Mean composite scores on the psychiatric Addiction Severity Index

(ASI) for the consenting group and the nonconsenting group

(that is, rejection owing to refusal to accept
randomization) or through patient factors

(that is, refusing recruitment or attrition at
follow-up).

0.35
—+ ~Nonconsenting Adoption of the comprehensive cohort
0.3 1 —= Consenting design was not an original feature of the
study methodology. Indeed, it was only
W 0.25 during a small pilot study to fine-tune the
8 4+ methodology that we found that some
3 0.2 1 patients who chose not to undergo random-
'5 o ization would participate in the
Q 045 S repeated-measures assessment protocol.
g N Clearly, opportunistic alteration of the pro-
o o N tocol after a research project is underway is
+ less desirable than a prospective approach.
0.05 *% Nevertheless, contrary to the view held by
> other investigators (3) who propose paral-
0 lel streams of research with either stringent

T0 T T2 3

* P <0.10; ** P < 0.05 (corrected) TIME

or minimal exclusion criteria, the compre-
hensive cohort design seems capable of

TO = at intake into intensive treatment; T1 = following completion of intensive treatment; T2 = following
the 10-session after-care program;T3 = 6 months following completion of intensive treatment.

Figure 4 Survival curves of time to relapse for the
consenting group and the nonconsenting group

Curnulative Survival

80 100 120 140 160 180

Days to Relapse

treatment evaluation literature (24), although their actual out-
come remains unknown. Overall, these findings suggest that
the characteristics of participants who are lost from experi-
mental scrutiny—and inversely, the characteristics of those
who remain—may be influenced by the circumstances under-
lying their loss; that is, whether through researcher exclusion
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credibly shedding some light on the
generalizability issue within a single-study
methodology.

Clinical Implications

The present study provides insight into what impact the loss of
potential study participants may have on our ability to gener-
alize from treatment effectiveness data to clinical decision
making. Recruiting a naturalistic sample increases the likeli-
hood of external validity. However, we discovered that 2 fre-
quently held positions—that patients who do not fully comply
with experimental protocols should be considered as treat-
ment failures (24) and that their omission from analysis would
result in an overly optimistic estimation of the real impact of
experimental psychosocial therapies (3)—were not sup-
ported. Accordingly, these findings diminish the significance
of dropouts to the utility of treatment-outcome data when
employing naturalistic samples.

A parallel may also be drawn with respect to professional
treatment recommendations. Clinicians often confront sub-
stance abuse clients who refuse to comply with all suggested
treatments. There may be a tendency to interpret this situation
as a predictor of poorer outcome. To the contrary, our findings
suggest that patient failure to fully comply, especially with
respect to posttreatment strategies, does not necessarily jeop-
ardize their prognosis.
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Résumé : Participants qui consentent et qui ne consentent pas a la randomisation
dans une étude sur le traitement de la toxicomanie
Objectif : Une étude de conception de recherche mixte a comparé les patients qui consentaient a une
randomisation du traitement avec ceux qui optaient pour les soins habituels.
Méthodes : Les patients en rétablissement de toxicomanie qui ont consenti a la randomisation
(c’est-a-dire, le groupe consentant [GC]) ont été comparés avec ceux qui refusaient la randomisation
(c’est-a-dire, le groupe non consentant [GN]) mais qui, néanmoins, acceptaient les séances
d’évaluation expérimentale, qui s’étalaient du début a 6 mois de suivi.
Résultats : Les patients du GC présentaient des antécédents plus longs de toxicomanie, moins de
stabilité professionnelle et, suivant un traitement intensif, tendaient & moins bien réussir dans leur
rétablissement que ceux du groupe GN.
Conclusion: L’inclusion de données sur les participants partiels dans les protocoles de recherche peut
représenter une stratégie viable pour mieux évaluer les données.
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